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rririT rfF Tfti-rn: T?qTTT WTSfiT 

(r<ri-FftT Prtrr'i) 

foifl, 24 1988 

tn.'PT f^. 735(ar) --rftqftr stY^i^rJTiER tinpft Pr^r^r, 194 s 
'PT nlrc trrr>FT 'fPpt-t Pr^fflf iJr trsi ^rr^T, stWir 

wk trintR FiFifr riftiPtiriT, 1940 ^ nm 12 tnkr 33 
sft sr^SiTPjmT, FPJpTP % FTIPS’T ITPW’F ^ 

nfsi^ftr Ff 'FT Pr fan(^) rj,Tf^ 22 I9s7 ^ 

WtftF, VRTW ^ 3.T5r87r, STFTF'TW KTHT 7, 3, aWU (i) 

'Tlkyw 22 198 7^1^ 1 9'TT PfTFf F'Tf 'Tf 

FF trnl' it krT^i tfiPt sit 

“ff Fif'^er f^PPFt “itr T|^,-w "f Ff-lTt, fFF*r 'Ffe- 
SFcrtW FFTT "ft 'FTTJF FTl it fS Ft, tftF fer 

wFo- % FFFTF ^ 'TFIT FIOT ipFflF FT^t ^Tl 

rtk ynm Ht FPi'-rt 4 trrtF, i98 7 vt ^tirtiT <Pt 

Fm- *ft Ft Ft 


rfiT ttr^in: Jf stttpt tf stf^ wsitff rfk gtiTJff 
FT Ptfr: srr fttFt f 

UW, WtF tHTFIT TW ttrtrPtTF i^t OTFT 13 tfk ttlTT 
33 fro irw wrfti’ft Ffi FTtF "FFt utq-ftr flfsrtt^r Hiritr- 
«m ttt it FTTFiil FTTit wtsfir rttr "irtnaF trrtnft Pwf, 

194S Tf ifk (tyrtErF »Ptt ^ PTit fhcFrTrtit Ptw Firtt I, 
wrrfti;.— 

1. (l) ?FpT7>tt Tl ttf«3<3 FIF lAFf^ tftF FFta-F ttmflt 

(BOT fftittR) PtfF 1988fl 

( 2 ) ^ TPTTO it FFltR sft Frtt® sft FTT 

2 . tft^w wk srtnaF Fwtr Ptfjt, 1945 ^ (kift cFif 

P^=tiT fi^t FFi U 71 *r ^TPfnt ( 0 ) 

% FTOti; fFPtFTriJF SI^TtFTpFr Ppti TII^Tf, STltr:— 

“( 7 ) tt^ffP=PJT^t « it F«rt3rFfir4;r«TF wstt kfrotF- 
sft atsTPiff >111 nipTWF siktr” 1 


1674 GI/88 


( 1 ) 
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3. ^ ^j’TfjnriT 74 51, (») ^ 

sj'T ^TO^'rfJET fipqr 

"(iTf) * 5f warftrrPw "*i^ 

trI' 'saRr” ^ w ^Pt^rr," 

<RfT ^ 76 51, !3’TpTT[tT (?)% f-lW- 

ft1% f 5>(f5rTr lOTi:^>rf5t?r fSpin 

"(fl) w^fcfrffifr * 5f tf<iTsi1«<Ff5Rr ftff^JiW- 
'i;jfn” "ft irtwRff "FT wttwt *1?^’' i 

6. ^ Sf ftpr*! 78 5f, 5r<w ('T) fk^- 

fiifc TT «'<w.^«nr'Rr fvjrr w^’rr, Ti*r5?r^;— 

“(n) ^r^wl^TOTtV y 5f wi4irw.r«ra sr# WSr^ri^' 
BiT^ ^ qrr w^qi^ frbn i" 

6. ^ fif«i*rR t T<iK in: f5rnr%%;r 

-rif W,^-, I,-*!'!;:-- 

(PtiI>T 71, 74, 78 <ftT 7& 

<r»^ ftfHqW-'FTtl' lift *fhc TfRiT ww ?rqT Tmrt jfr 
;— 

Ww;— jff^r qff snRq % fkiT, ^i^irPwTrO- 

^?fr Ti4q$% xftx srPwr ti ftnir "Ftnr fV«t >ft lEq 

fwT *iiq*iT »flT ^ ?nqT pRfspir ^ ftitr Tfunif t 

^mr 1 

*R®V 'nftr 

wn'wrm qfr^T 

1.1 witriTw «q?»sr; 

M.i »nrfwf^ »fh: qWvr; *nwT^ % w imr ft*ra 
^ ?r ijiRr ^ firo^r % ftrifr ^ irir 

TWt', ^imfirib- zfi ftifft- ^ vrtigT% ftr^ % vfy rnwr 

5r ^rt^TSEBR m %wiR!iTJn: jipv m tt't Fr'RT ifttiTor if 
wrftw, qK m ^sit fir<K»Rrr ^ ^ "mrr qif fwr an ir% i 

M.2 w.--iFiiWT% % fflr<t ir^w '*R»ff qn ^T*rW bit 
iWT? frii7 irrtpTT WT^eim qfifRfftpff if ?fWftr t( 

^3WPR W^nlfT friTi on SrFa-firTT, 1948 (l048 

VI 63) if 4fft(vfira V?ft ^ 515? I 

fvftifK, snfFTOT, *;iw fTRif *fR qffBm qn^r 

ififWr % fi?R JPiqff fftiR:— 

(i) Ti»fT ftr 15 nrf®rT(fV fff*wt*ff ^ ^f'lFT ^fff tariff v? 

vfff if HT 'rrvf 'fftnff if vr srr fr?f:— 

(ii) vfirv »(Vf: Rrm vr wp;?rra vr^ 

^ firr Vfff BRif % RffiT qff 'nr^?r oiwrit ornf^ff, 

firaif, 

(v) firfwff wf'Tfa^'f iff fflv trr w«T fif’iT^ « 

UftfiffT Vt ?T fiFifl an niif, rfk 

(•) »(wr eiWfiiiff »rr <wi«ff fff^ vff wfirvvT vl 

fN’jfSTfl Pttqr an Bftr fvft aff^fV^ fl1 ft'fW'H' V[<Vi| ^ WfV V 

aflfinr vr f^fF an n^, 

(iii) «fW[ Tfit % Jww qff ttvir % ftanvi iVin 

»nff?n 1 fSprf'jf ftnn ani^vr, w^fSRr frin anw, nfnfw *i35 

(tflnTt?, qsiff iflr ififtnr) vrnff if ijw fffnf artr 

nnrpft it ws <iH iftni iff^ i 
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(iv) 'PfT^ iRW Tf^Tiff ^ iffT irf? 

FffjRqv ffr fffffufam; ^nTw vf jrr 4ffT m^CT 

>A TSfif % ffTff vl KivRTT qff ani^nf, fiimr 

Bfivftr ^ Pif^wfar v^r<JT nr fufi^unTT gq^TTf ^ vrff- 
fiiWRV qff fft^m ^ ^ Tf: Tff^tT ffWTar Tr#f > 

(v) IPfPfRar fffij if WT fRTff '^ftnw <5^1, fv^flff fRTi^fi 
ipf KRTiqr 'iff '^IpfV, fvfilfTW ^ if FT»®31 fvfri 

fe'ff TVT anfprr ott ^ 

:nnn'*[v ftviT rt't 5vt Rm anfpTri 

1 .1.3. offT srut:—W fffH if q'pi ®r<T ^ ^q^Tl- 

ftrif VT nV: T>m^r afr^ff ir ^ ffVtr i 

1.1-4. BTiftro VI f-RCT^i:—if'MmRf if «rfl7rz am affr 
vf off v4vi7t ^ wv RfiRq ■n: nl^ Jr*ff*r 
®m i vrt % f^rtr sm fJr^m Jnfevrffiff ^ 

imfinr wjw g^R 

anf^qi I 

1.2 ffnfkP'jv fvFnrinviYf ^ fini 

1,2 

fifaffmap; V ftrfir'fH v fnp, nn JfntaR k Itr^ 

fPT if ftarn'T 1’^ ^ 

Wff’ft I HIT Wfff if RW ^ f'T'i ^jR^nv fT m'pn 

tfR wwirav vq if ’jw ’iw 3i^ 

B->fi wf ^ ^ Wirnfar ftfin anni 

^TJJIRT'f afmailTRV |ip?CT i k\ ^ ftiWt) ^ aff*-’f^ ^if 

tfrifinr iff ^ ' 

fiiFrit VT ifwm ftfff anff ft si^ wiq 'srrrTffv ^ 
if vnfPmm Prr^ artv vf ani^'fr i tfit tar 

wipn I 

ftfvnrfwiff ^ if HHf waijf nir nmf !frt t>n»ri^?t 
^ Tf ^ ^ fettr-f fvq7 aniprr i ^tiwl 

^ VfTniT fnfr fapfffnajv ^ frr srfitfw ^ wn 'ir^ qff 
'(ft am^'ff I >mmf if 'rfRrrfff ^ ^vrfrer 'l? miri^f 
i(? wjffR artv ^ ar,-f^q'r -JWr ’“Jf ar,"^ I 

firfinrtapin^f wwf if RrfwF'i vriiRif ^ 

Tf^r ^f fiRfinf ^ arniTfr i W'wVR'iff ii??ff if RTO ^ 

^ ^-T V Ft^'f f7fit>;rr f-itti? ■!ri''Pf'i‘ ^ 't? wit* 
?r«fT jrafanr ^ '’nff’ft i 

^?fr ^ffnfirTf ^ frfT'ffar k: Fntf f^vi >s'f«nT wmtf 

if fifaffvRtirOT frmanwFOf ^ 1^ vf fcrf?^ 

^ innftw aft ^ ft-flar'^vTor ^ ?ff 

fqtm an 'jfn i fiffif^r fvTf arr imf t qr 

UTtraf if F==nTT an nqiin | Farrvr "T^if PtsffTrafvtar ^ 

V 

wfnr vt if fHaffvi'^'-o ■jwi?? 'ft ?*tt if ft'-i vi fr-nTf, 

nFfsfFnyi^tr -rVc MfiriTJR 'Hftnft % fif^Rf ^ 

Jf jhF^ ^ BR ffiftn I 

2- BHlJ ^'1 if tTf'i ^ftt «ffT : Ftifn-TT-n, r^t 

vnf BR^ % WPT (FTPrAl't ftft vilifiifft *fVT “'JWRt 

% iftiiv RTW av fttffr i5?ff irtVlRTf if IPIW mvft Vf 
finfti fifTf II5 RfRT fvjn 'fm k f^rFim ^iVifinfr ^ 

nwft % firfer i(ft 'ft ^fff^ «I^'f ^ ^“ff 
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Tf^^f Jr Wrttrtr 'JiiTiftw m Trft sn^r Jr 

w>if«r % rrfir (Jj'r'n Tt Pr^lVr <rr^ ^ fir^; t<rr’r 
•h »JTTWr tJtti I 

' ‘'rttfT'mtftV', "i^f^jrJftrr” srk' et” w»Tfim1r % Wr ir«TO 

i^!T Jf T^rfcrr »tH wrii <(r7^ ark 'tr'JTfcr rrm- 

fittff ark ^irrlf iSt iir?t *fV ^ r^fwj rmw ark wti^r 
% artfk aiT<m^ rtf, wpii ®k aft a^srw i 

3 spaKirf vt rafTFor, wk : 

*r«(t iFTPriSf ^ ^ trrffpfV 'V^arrfVyat <ft 5 

sfr OTnf % wr f?rr^ affrf^ wrarRnrt aft ?, rff& 

^ wi^ farr^TTftpp rfinm art^r aft amr>ft i 

rT«{V.infim rrrtrfJf^r *rr itanm frar % i ir^r* ww 

frrtf Jifffr ark anrarr^ ^ fJnt ^rnlJik ^ arr fff^ar 

^<rrr % arH ^ ark ^ i 

kfararfar ahr ? rr^ar Jr 5 ^ jwf ark arR^rnff % 

aarkTranr pr*B?rT ^ 'Wkr ^fararaff arRfrr ^Jr ftr fra® 
rrtfar^ arr ftT \frr rirraalf ark Oa ir^ H ra ft ifra t afr% ^ 
rrflpT «rw^ % vak (a^aw s araf afkr ^ arir) ^ aararrarr 
?MV jtTPf flfafr wUrap atar^ aft TOff ar?^ m aik farPrarfaiT 
«tar naan ft^araar sfaknrf^rr ^ srt?r ^rttJr mvr^ «iJt arit 
fJrr % anarr^ ar'r tfr^ afk arrrJ^t f-rfarRraft ^ farq 

arWFff ai7:t afk rffru'? air^if ^ vrar Jf arJt rraafV vakrpct ^ 
fh^ vm ^ 9fv^ arrap ark %w vr rtipt fare? vfirar apr^rr % 
art affirrij^Rfff aiFJar, Arc 4r uprr^ aaj^r aifV 

atlt^iiV I 

4 Arftr?^ Jrarrri; 

ftrkarJpf fkarfJrRifl’ aft aft aararafin vkrr :— 

(ap) amPr^c ^r fira^ ararfc^i ^rarara^, 

(ar) PtaftaR ^ cratai TjftpTct vr Wtwftar «rftam aftt 
arapsTR ft a^ anr fftaT^TapifJr^r afi^, ftwrap awrrsff 
Jr ar^apT M Arrar sarrr tft <ft arra^aft afk 
3WT ?Tfatftai HTtaarr. »Tk 

(at) ftflrr asnrrft aft ?Arffrt( irr ?rair W'rfc^TJfaifa^ 1 praprArp- 
linfr ftHf&aff ftr fftfftajftir ark farrftrft Arar^aar ft rtft 
aprfaraft ^ Ri?*aT rare % farokaar ^ f^rai ftrrft wfp 
ipraj ArPPTCrap aft ftrrat a,r^Tl^aIT I 

5 kfkrfaarrrft ifknft ft .an^err 1 

(1) fftPratkrrft <TaT apr ftreft arwi araftspr % ffrej gatark 
ar^t Ppan 'srrt^aiT 1 

( 2 ) fftfftarii: (ftff ^ ?Tfl® 3:<rf arikf »rt< affrirrcar ftF^ 

Jr qapftrtr wiftras?, wrPt Jr a^^^ ^ 1 

(3) fftfkfaar ft afm frtft, cTPVr^ flftft ftt< qaam 
apcft an fJpcft rrwreinrr: par^^ra^ ^ Arrt w^itTrr 
fftatr WHan I 

(4) Mftarfor ftw TT PT*ft«MtTfft 4 ft ta taaT rnTTam art 
rtrarfflift I: aftercaT ft fik ftif fftan ^1T ftr^rrai; w 
rrrarfinft ft fTarTi nwrrr-r fftan arr T?r 4 1 

(5) ak Ararfftj crftTat ftarir fftair »rTa^arT «fk arm 
rrjtnr^ fftarr amakf fftJr ^ ^ ftw® fftin 
airrakr ®fk Htrft fftaarfftAr^ 3 n?fVra fftarr amjijr :- 

(aft) ^ fft'^ asrrft ^rft ArPtr?!! ftrr ar>c nrirl ft M-arerT 1 
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(w) rrw^ft ftra^ H^rrfkr api sirft artftT trAifan fftnft afpatp 
rrprf anwtf 3 ^ »ritr 4 ft fJrx ir^ffT aft arrft ^r-sTt 
3T>rrr. fti ft i 

(ar) rr’Kr^ ftfftanftf ft ftfft »n^ ^nfftip ftk aj^apr arrfk^ 

FT^BctT ftf arrm trjaTcraT tt prfftftflr fftfr^aar ft ftra^ Tajr 
airrqarr 1 

6. 

6. 1 ftkfft ft fftfararfaT ft 3Taj73' ^aTTPC ^ir ftPrfrfar- 
nkmat ftk n^aewaar fft^Arfij^ ft fftcr fipqT ^enrr, naifr 

(1) Ttferr wrArsV nfiniTasr apeft ft ftFawr^arap a 5 Tii?tt mejr 
^rrft ft kq 

( 2 ) 'T5vq[ctn ^ ft arrEim ft a^ft ftfrerrr tterrarAnt 

»tk qterm Tfk^ftt ftt kipft ft ; 

( 3 ) aaTOR ft JT^WT ft ATT HtftftTTT r^ap Wlfft aftft ft^ft 

ICrft ft rkaft ftr affur^ ^ kcr, 

(4) 5»far: papT^ arra^ ft Arr ir^ iiTjjlf tTflimap ^ gfkr 
JTTrar rRT, 

(5) fftfftarW ft ^km aiVrfftaff «ik ^ft nrjiarf ft ftjain 
ftf a^RjT 

6.2 (r) rnfr aairwa^f jfk sptftf ft fira^ ArF«p 

rar^Bpr w^kr rrranftf Jr gawsai ^frl^ »fk B TrkO apr ^ 
arAArcr ^arr Prftftrrr 1 1 

( 2 ) ArAfarK ■a^rapt (Stk "rk yki ft rT »3 fft ftk arAt 
wramap ^ eft ArAaff sfk ArArfks trjkft ft pr^mr ^(jaef^er 

fftaj airrcfft I afif ajtRfifjf fftirr omi erff ftAptfrsft /4'tff ^kfw 

rrxfWf ft) Armrft ft) jrArrftp veft ft Art? ^-rmf ftt 
a»r:n ■anfiK ^ftr; yaajft err? ft CTTP Apot ^r: ’anf^ir 1 

( 3 ) {ftkftcT ntrf ft Atc( Jr^ftr asat^spt) ftV jfk tcPcAi^PT 
ft) fftarffter ftcrtrft) arr ajitaar afk jAss ftr afrrtnft a^i ^ irtftf <Pr 
prAakr* TfJi ifranrr 1 

( 4 ) qfertr ak ^ 3 ;^ Aral Arp ftflTTcft arr ajrfar, ^fk 
ark atftrw fftarr apr^rr par. ^tf) ^tiftf vr rrAtftar Tar arranrr 1 

( 5 ) atkAi ft karnujrnr^ ft Ar^ rr^w a^mar: a(ff»j%rt 
arsft arcr n’t nrtfa) fft ft iprafnnr'T art nrArffr pan 
aprtAprr fftarr an rrft <^k aRftf Atarfftp ftpTfpf an afFrfftet 
pan aark ft) nf?3i) ftk ptw nftrft^ ■ewr asnaniT 1 

(e) rrtcPTP ft pfttrpcftp urtnl ft fftcf irjw ajp^rr: 
SftPwT asinfftp pnft ft Arc; Aft iJsff ircr an wPrft p^fp pf^p 
jrrftrsT fpr^ asrnfij ftt anefft; srrnff ft nFapft'Tr ft At<i pot 
j{)»? I VT it «1 tpr afpiapp pfr aknsrP Apart atrcpiT ftk aspft nfp- 

Tft airrefp I 

7 ^rwftr prpfpn 

p^prfknt) pkAr ft Arpfaar ft fftft) n jtot arr papffjj i^) 
nft wraaf) paaf) P^if) PIPAtp) Pf acaftn ftk sr^ft) 'p 

ft p^prr pfpftp T^PT I 

^PT pft) PrnAtaff :- 

(l) ft) arfPTP afft na^nr sffr ararftppTPIP) PT 'k)waralpprpf 
ft Araj fftn pranp pk pakr Anf^aar pan ppajtfftp a^) Piqafr / 
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<2) ipt sf5pTr ^ tHir, nrrtmJT (^rr>inT nrr^rr 

q2: »r>»ift?r srn^irr, 

(3) ^ Tfir, ^ 3 'T?firra ’Pt?r 

^ tiT ^ '*rft?)rr ; 

( 4 ) 5rr (prPf^ jm wiT?f«t?r ?r »fijTr 

vfiprr qm^nr ; 

( 5 ) «Fr % ii^rfism ^ 

flfnn qm^Jir, 

(e) !Fr*RT%^ iTrrPririlf irn fsTto ^ q-rs^m 

ftfqr jrn^irr, 

( 7 ) jfqnT; Poti unrirr Pf ftrm 

T^iqi si^ «n?q: 3n% ^r irrsnT 

(s) # ^ sr=m ww*fT q!V qrnytfV ftm?r ru fr^ ?r«fVs^ 
wnTfinif nrf q'q *f q^’TRr-qrr 3flx q<mrqq»fyET 

qtjr ftTJTr ^Tf qr a^rr^ti^fspr qiV qrrq^r Pffflrr ^r sfh: 
qg I 

8 grTTt gjT irf^?w 

ir?^ gm<r % ftrtj g»ff pTff?ar srfqnjraff ?r 
^^^fftm giTST )jpr *rfw?n»' T^fq: isfr gstw gqiTfptV •Fn^^rrft^q 
<TOf?T ^?qRq sftr qqrfeEt irsJW sirr ^qrc PRqr 'sir'^nf 
jfk TO-t^T Pi.Trr 'JTFjqr 1 

qirer trfg^rqr, if PrtqftrftRr tmfq ;— 

( 1 ) % q'urqrq % flrn qft q?rff (jr sfk jttst 

^ if ii-E^ qr wfqfeF grg ^mr, 

(2) «fpiq wrar^, ^%R!nt grqflrqt irqqr BfPt si^«r^ fqrtj 

^1% qrr Pitot tt t^tit ijfn,' 

(3) qff 'sfr^gTisfy ^ 5 j#f? vwfy Trgrfy qp qjTir, 

TWT afh: OT qra ^ frqr ft? qfOTfirg yPTi^f if 

^3?gr^f if JW5 I qr I W^T sftTT ^tV 3fT if 

»rfi»f1^ ^ OT«ftrfl' qft arnff ttI^ i 

( 4 ) STOfTT if ggf 'nwqfr OTWT 3fix 'qr^rn: qrr 

fTTOTl 

( 3 ) qtTTqrf tffif ftr q^grr ^ frTT, ^sqrq, 

gfipsro aqif «fk Tif^ ^ Prq bttjt att PrPrTfur- 

qrrff afh: h^fsfr *rjivr, 

( e) PrPmW WflTT srwf gr ^ srtqrfiirff ff^- 

fcRi grPg grfiq iftrr, 

( 7 ) wVf^ 8fk T^qftTfiTT OTTirf % PrfqTfor ,frr^,r 
if iff sn^ Tnff ynfrgrftpff tt 

(«) Pr^mf^ ittJw gqitr % (rtrrq ^ qr^r qirPr^f 
iWigT lesTT afti: PruiPOT qfV tPptt if (rUrrcf sfaifg 
^ qffspq *iV: ^ f^qg qg^rnff »qpRrqt ir 

';«Tf»j!IK qr fTDTT gpTRjT f I 

9 ♦t ftPTTK Tfriw 

3 PiTfaRi sfWftf it sriq? TT 3 ? 
ir Jt frfTTN irPT^w TilTr 1 prPrirtT grTirw if affqrs 
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% ir PrfqqfT ipr^of ^ffqfrfqrt praRT i^ffiRT qSTiff 

fq ?>qr Pf? qq-qg fSrPmfT gd^rq, PrPnrW gPwr sfK Ppj^pot 
firfirq ^ Ppn ott 1 1 

10 . fTPiffW ^PliqTtf 8A< fqifST 

10 1 grUfTT fHwT 

(i) wqgT'RT wrftwrff irti hskt qrqr.f.- 

T?5 % gff^^OTTtftq fqPrTfw qpFg.q srlt fqqVw 3r Prq 
at>q 1 qi'^''i' qfqff/ % Tgq, grr, qrg-l if ttFjt gPrqr if g'F^ 
gnaffq tPfti % affTTg "gft gfOTr if gq-’J. 

iBmfft qtrfrr^ gpsqr % q^trq g’fc irP^^q srft'nrsff % qf^rq 
TtOT ar’iT qrgq % tew Vi^Tff gir PrtgTqg 

gqrqpFf it gf& wTpfqgfT gq^err ir fqtgr arrirq]-1 

(ii) t3?grq apt >jff qw'gf ifPrwg qfr Ppr: ^ 

7:’pTro|;, ^ qr?gfqgr, ^^[fl^!f^ giqfqrTfPigr to tth ?fgr Ji-if'erg 

|i 

(iii) Pfkfg f^ngfr gP^gfafT "frTTTrq fTfuTfor aflrx garfOT 

if gfrg ?iqf gal WiHiaf 3r if ifro 

TiW pOT^ tjjg.^f % nIT, qr WlgJTT; sfft Pifnq’i'iT 

snPt 5>if I TTraq % qf^jg qqi grraqi frfngpJT OTOTpf % ^tt 
g|q?5i(g irra ^lif 1 fsigif ^grq % ^rq, ot it 

«?rin f<?i<? 'sir'i’f I 

10.3 gfTnt tIt fgaOT % fr^a ^fPrai piqf / 

KTsrPaarTf aftTPa % Pgq ?iTfgf, gtiifgp^triiT, ^f. iffsiT, 
ir.fEf a TT 'r fe w , tT'slHffgaTfer: stf'ifgjff % aiT iq: 3r 

g'yi’g qft ^qijTT gafqqf bttt ftinrr Pgqi^ flfgPra PwWiim 
k:- 

(g) gnqi <M% qf TT-* % gfST arggraf qP qqnquff 

it g!tf« 5 f ;pg T w?fff g;t^ jrr Tfgigli? q,f THJTi , 

(v) gpFTi qfa if ««^.fTa?i8r fffiM q?i ggqprfgqi >31,qq., 

(af) tjg^a PNtrt: T4fft tfif 'TTiTT qft TiW / 

(t) xVi'jniW ^iqf % Prii pRTf ^qrt FEifxra 
Tia{, gsftt qtf Prsfivi Ppm qfP^att , 

( 4 ) Tt. ^ qp^isri^ qKcTi ttr gtraTT frqr srtiTTr aV 
ti'gRwtq gTsfara qtgft 5^^ qrrqPrftra tqrqr TT'fgr i 

( 5 ) ?'3OTn%fa^ Wt.gf. gRt q-f ^gjffg §7?gf%gi TlitWI 

TT Ppgf T^rOT sqr if 80 ° tf . it gajq ttrg- 

5«T gc ^wqrTfg \fs qtT ■cPFi ^ facr TTTPtff Hgi tattjgr t 

(e) Ji^;g TfKJti^aa; afg iafrg gfat ir sR^gt srrgR qfr 
Tti % g«Trg g? gfgfqra qigi it Pp? Pf fwtfg f^afra 
tirgg ^ifgtr it ?f, g:i ga wur ?tr afg I'Ewfg 
if fgg fqtg gtf fTOfga ggtir it qgw fggr wrt^gi 1 

( 7 ) p[t?f WR % ^trtrf'tSgT fT5rr<f>g gqi4 t) fgtrgR 
V Prg; ^<?q> gfq5s^T gfai vr Pi^iwT Pm th^i 1 

(a) ?i>piigg giPagtr^i agg T'^Ttfra ftiifgif fT«Fg.gti gaf 
Ttf-a^ T^^^lP^qt grPa % ^ % afag fratOT % ^stPw 
grfttr & ,5gT sffa; giRr i 

grFET: pgfg % TtPa ggi^ttfpFnr ggf gpFgiaff %> 
»f^qT» TfgTg, griw ar^tn, grt: fgRgr, Pitot ggq, 



[htjtII—« prr 3(i)] 


ifm tnrw; 


fijwq- ^fTpr ^ ’TI'^T^J ^tTH', ^'I’^aTIT 

I, ^i’Sf W‘ -fF ^Tf^r'TPl'T f<i:T, 'Jn'T’Tf I 

] 1. 5TtT ^ninfrfT : 

(t) frrfv w? =ipr 'JiT^r ^ 

5^?f^rr(Jf 5rNi?T JT fuTiT^ artT flrflfNfwa ’ii i 

'trt 5trN'?4'5 TRuff epr f¥flrr wnr ■sfrfiSr’^ 

sf’iT 'iTt %1^'T '’rr^ 

I 

(^) irf^ ?^.T'Tl''r if ^ ?ft ’R^PfT'SS: "Itf 

% 'TT-!iR‘T'fT ^'Tf if {^?rrvt >iff ar i 

13. '^riri^ srfT ’ftfF'.; : 

(»i;) Jjiff''■ J)W ?TF ^Viri; ^'iTit4tr wWsff =!rr 
^i?ff I f<^^•^^>/r'T 6 t;T^Il T.^fTTf, ttt; ^ sTWi^r sff^: tfw- 

'JTiJlil sMt 'SR^T'^rifR "fir -STR Ur ^T'ff'T zr? ■* 

r^KiiirtiTzi w?^‘ v.'^ arKrer 'r'frsr 

% VI13T ^^3 !^ sfcz; ii arir^l^M'K ^fe^TTv, 3133 

31311 3«f> RitTii™ nff Ifip 3? afr<Tfa- J^l 31 3:t 

^ ffTTlRd I 

(w) W i;qr 31331 'Pf fi(;qT Z3R 33 ’fl 

ftlfiffiT 3if43:R3 ^ 5ir'^ ai'ri ;jTi7r .373131 

fiK^r ^riTI >J31^ % 37313 «fl3'Tf Tfr upiTi 
fipzn 'sfinr % 3?i 33-'pf r3'flT3f^3 zti ?trgn 33 if 
vi'wr I 

13. ?nr3 3-fi3r 3f(T lip >u7:3i : 

( 1 ) >TfT3 Si'fc >f3r qi-z^ tplf 3nnff sift fapilr 

iff § P>'f ■^f'R ?r 'r’’7Tfr3, 33-31 31ti.rr eflT 33 Zir,- 

^1 TUTl 313111 PiRrit ijffifvTl^ g1 3^1 fili f3ia 

fim 3?7fff if ?tWT?t VT T^.ft|7 3133) i'lx !fl<H5r5 

WITO if ftlfwra It ^ 313rff<ff a'fi 3^ %77 

3firpfi >531413; 'ff'i' ijfiff I 

(2) 3 rff ipisl if yf ’l!IfIT 3 f, 'i?l ^3 3IT 3331, 3^.31, 

f3373 vCiT % fsT? 33) %33f "liT 3fl«lT3 ftiqi 

53331 si\r JfaripTfl PT3?r3 sfl'filT? 5717 333f3 % 

firii 331W33; 113 3 Prij73 PfiTl arr$,3 I 

(3) sflT ^7R «jrs3f <171 flTlI % f^.7 

iT3^t 1731^ ^'tX 4%[%.T ijfTjf Tit iplf 313 3'. ^ Xl 

3rf afllT 3f^ 3 IR 73 ?! 3f 33311 Tlf-ff f(p7, 

311331 I ^3 33i Sflfl ftiqr 5fHTir7 133 {^,t 

ffTf^3 ^f731OTf1:3 P\’^33 ftl^l 3rrl?3r, 7t1ftl3 3Tj7r 
sfR sniF 3I3=ir?13 I 

(4) ftiff) 3Tf3’fti % ffiT 3t^ ftff) ^ ^>7^ sfr< 

%33 713111 if 3(1 3iT31 H137£(^ ^ fip 

^3 ipr Tiflf^f! f33ffni ^Tftf'T: XlTl 3Rf7,- 3:7 I)- 
3f)ftT3 7)3^31133 ^'<X fiTif33 ^FT f531 331 ^ I 

( 5 ) if\3 ?ra7T 7131?! Effi iffsTTi % yif 77 :«rtfi 

ftpcj 3(7 ?f^5l 77(3^ srf7 4%f%3 3f3sf 3^71871 ^ 

sfR ^ ITin'? 3f sfR ^*15 7?) 3f ^1 

Bdr % »flir fii7n3 f%3i 'srin^ | 71071371 3 f+^gr 

35«7(57f 8lTf7 TlSlfe f3Rf3f3qf ifiT sfRlfl ^Vf ^1 
fVi TTiil % Trr^uiiffijfT 7i3i}>T<ir 13131 sTi^r 1 


( e) TO37i1 tflT ^ 3f aflT 13"71V ^ 3t^ ^TSTTf SllfT 'fWVl 
in^flrfi 3:1 37j: 7r f33r un’^iir 1 

(7) Ht^Ti 'fliFirF Trmifl nl Ji7^ 1711=11 7T3r| % flf'i isfl^ 
fi7«ifa & Tiitfn ;j35Pin f\1 53 nfii^iiT 

7137 ^riTOl 3t1t 711^ 3? 73,-y.7 7I 3f at 31 HTTffTi; I 

14. ftlTi31 : 

Hi'ffil ^ r^TTil % it^ fr-ir, fipirf '^l-Tflt % ^PTHflTia 
iS-Tl Ir f353il ^ fill Wla 3 I 7 'Jjf TRI) ’ff1 777iR ^7l1 ^ fTP^ 
urem 5I, Fill sir >731 I 

16 fw371 aiR 57pT"^7r StftRqi Vi nfn^T-TT : 

artifd % 37v1>; ^ 3 ^ 3137174=1 iffl1< uRtpsr sifiF^: 
t73l^jl7:r R'lifl 'I'il '77177 jlTtTt37 Hif^tiTtf '"fl ^(PT5 
Vi 'ilftiql 1 

It. 33(7321 flfTT T-Tfil fTTR ; 

!7c7iF f3f73f3 77|trT V 33 TT iTlI'T PlIliT FlVlP^fT 
5 T| qfiifif3 37,fi77l i>7?3 fai^lF f1'if iff !t3'-l jfT'T % Hfil 
3IF T7r75I>f) ifftr I [1:.’<‘T 3(1 Hit f3.7l3l if t7(f7 ijl 3 I ^Tifirfe 
t%;.r-7q fl,,!'?, « t 1 is.3i7r i|T3fir3f Tf P7'i;3il if 71 iff 

37lfW2) >311711 3r1 TlfirfsC v’i'Tf ofK 3.1 

SiIt 73(r373 3)1 ft33 71 311:31 I 

3313721 ri7 7f riTiT ^ If-i'.TPin 7(,«T 3I,fJl ?ff >H3 Ft;; 

( I ) 37^3.' 3.1ltiT 3il3 iV^l^ir >61 37',1 % pTfl 

3:3 3 r^lij t W^J'iiJl ^713 3r^3r, 

(3) 3:-93l T3p73i V Urgin' >?3 3ff 3r,rff >}!-J77r 31 

3iRr,-l; 

(3) ^P? '513?nr ?1, 71 Hpt 7^371 373,31 ‘.fftTiCf 313571 

31 3ITf;jT 3;Ti:fI.; 

(7) W3'i 'TF 1'73 1T.71 t 1 Fitf* '7 "k I'm VH Ti^l 
Tlf f33l 71 tF1 xii 5i'3l >3 71 tT7'fl 3, 313:33 

HlTHl; 

(5) TT 3(CtR3n JfiTf 1 % 51?37T ^3 3.1 >5r1 f37r3W ^ 

RTF if3'3 1I, "71 1 !f;37r 57, Hfft'^X 31331; 

(s) Fit Tiff tif 771=3-37 311 ii;?3i'373 31337 f^3^r 31?l3 

M.3rlni i;,3r33l h.NPt'tP?^^ uttr ^iIt TrldTlHff 
sfRlttzcr vTTrrTTr v) ^ittfi |: 

(7) 3F33il3T3 ailTFlilt, lai^f 13133331 iff ilrtRllff 

3t 13 Blf7r37Tr»77 JRlIf rPf spTrFTS:' Sll3 7i3Tfii?7 311 

Trjf3t<F3 :F3T, ; 

(a) ;77iTq uT?ff ^ .1.14 if 77(^723 3i1qT’il % ^11913 33' 
(>f=7i fT.^TiJ '7113 7Tr3»i siltsrrtf f^R4ifr 31311371 
31357T; 

(9) JirTzir 'iil3 PiRfin' Fq-rfls 313111 arlr spr 

HITTIW ^ fT7 '^TflPfUH 3.371; ’Jlf3 

(lo). itittj 311 11$ srl7;lr3l 'tfi q^wr «,->ri fTi>eJrfti i^Ttf 
xrIqfjiiT utrI, aitiTiT.-ir'aTr iii 7»2 qfi on 1 
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Rrii 3 

^!T 5 r 4 ' 4 wr n^n' 

(1) qr vrVjnrt affi: % Prqfii 

^ f^rr fWifw 4': 'mtff ^: 

(1) fR«rJT t^f^riTT r 

( 2 ) 3it q-rq, qJT arr^r TWi'.tta 1 

(a) fq«r«r ^ 1 

(а) tTJTTT^'rui a^qt I 

(5) fil'T JTT ((iiRfiwTq: qr Rfir 

^TPTT I 

(fi) fq'iT qr ifTCT fqfT q: 5 i?q 

( 7 ) Trq;^ ‘jtTRrT ■ 

(8) RCTTl 'J-jq- J'■^ olTlT-i 

irriTifTT ip ftT'f 3 o q-f qliT mw »i 

fffqjifTqr jpi arrtff i 1 

J 

2. ifrWf, ^tfirfPqTlf wIt nW ^ fqftqW ^ 

^qraT Ti ftrqrfw if) sriffl ^ :-- 

(1) fR«rir ■qq^r’wt'ir efvqt 1 

(?) fit^nr JRT 

(3) f'STST 5 fT qr lt»q ftiqrT 5 T ^ ^l!’ 

qi f®)?sq: 1 

(4) Prqfq qq n.TTiftR Ptver 1 

(s) 5 i?r WRJR w qrr fiqtqrw^: 1 

(б) stT> ^ q'<a qq >if\ 1 

(7) Frasr wT^r fqTt'jrq ir^ 

flrtirfTqr Rwtwlf % njqw 30 q<f PrwFvJr 

^ qr^ft t I 

3. qV^ <q‘\^ ftfq:iff %, Rtpqq: fef»f.qt 

qfs=qftni t, frfqqWr % ■■ 

ftfwqf ^^qrqq f^q S^w ^qr^rq qt ff>q 

5 fq-q ^qqi ijw Kiqqrjff iffSiqTfsi?r fqiqr «r>^qr-- 

(t) Sifqqrrqq w^qrq, 

(w) ftif"fqr fqqW R^qiq, 

(»f) fq^nrq n^mq 1 

?q wfqY w^qrqTf q ?r jr^sp if {^icqfei'^!! qqpFT ^ fe'cr 
[ Fwr ^ qtrrft ^ : 

(•p) iTfWTqq w^q : 

(1) firi^q jfff 

(3) qrqrc rq«rq qra 

(3) swqrq qw 

(4) qipwrqq q«r 


(5) ift?rfqqq Jf ftiffirw qi ai^q 

(qr) Rjftqr PiqW q^q : 

(1) q*f'‘’) qq qr ^ 

(a) q^ q-?ftq 

(3) afh fri[ q<nrTq>FTq-% 

( 4) wpipj 

( 5 ) ftfwT 

(a) qTVqTq qfVqi if 1% qijffHr, qTfi,'F7, 

vp qiT qa^q srVr Rqzq qflMqr ^irfgsr 1 

fefipqt fqqW ^fi^qTA, '^q-qqiq qarr q jjtt ^qr ' 

tq srqfqq % q^ qtsqfq | fjp SR^q: ftfeqt q^q qr jfr 

fqqfm®: *qqTqT if T^jft !fr>fr m qqr qrffrPTf ii‘ 1 

(q) fqifqq ^if^Riq : 

(1) ^rqffr qf qfq ^ Ptt qntq 

qi fqqjq & SOTifqq ^ffqt 1 

(2) fqiWq <PTTi[l- 

(3) qifq-JT ’Tc'^ ^ ftr; 'PTr?> 

(4) w\r: fqqfj-PFq iqqwr 1 

( 6 ) «rtr, fqrjqfffq aqqnn I 

fq%qq qi^RTT qf f^qf Tn'^rr fqqrqq: ^ 

qrqq ip qfrqnTfqwq ({fir qr^ 'pt.tij *ftq qrW'Pt fq-Prwq 
fiT>^ fqqfpqrqiq STT^qr vr 'Sfri^qf 1 ^qiffT q'rqf qpj- 

qinf if- ^ sRt<P if qrimfrar Ffpqmf ip fapr fiprqq 3 0 q^ 
Tffc^ wq fqqiTfTiTr qfr sri^l' |i 

qTBTqqv ftFtrqf Ti fqrtqfq ttp ti Tiqffq- pat if, Fqqqfr 
fttqii; f'W’ff qftp Eftif ifl^q 5 >Tf wjfriqr jrtTwf if ''Th'i sfirtqr ( 
qii>mqq, ftfpqi fqqf'r wtr: ^t^rq w pr^f if T-p^, qitj'ii 1 

4. qrqrp ^ fqfqqfq ip Wi^ fqrqFi!Tftrs ^ fq^f‘q!!t 

qf arrqf I— 

(i) Rqiq qjf 
{2) fif’^rq qq 

(3) w^rqf I 

(4) qif %(\x wmr ^ pa^q 1 

(5) VTTqr OTFPT I 

snffT qr^ =P qr^ff qft ?T?T*ffFrd qr^r qfqnruff 

ipf TOT if TTJjqp fif'Tfq'PTTiT qff aqqpiTT qif 3 (fTt>fr I 

RftsTT ifr efrrrq !pjfq^iTf ^ ftrq irr^qT Jjarnff qfr jqqrqr qfr irr^ 

I 

RiHife Rfqsqrwf % 30 qq jffffT 1^ tT'iRrq 

Tipr qif ffmfro qff qrrfff Jf 1 qftTTT if qim if qr^it 
qqpf qq utR IVqr qrar t q^f qq ftri^ !Tf^TftTTr 

IPW ^ *qqWT ^ STfPt'ft I 

5 . irafT ftr^firq qfr q<rf ipfcrr fq^qiVrFuq 

^ flrtiPur qff 'qrrfi ^ : 

(i) fif^rq qffT ^flir«r>r 1 

(3) aS^TT fm >7pqt 1 

(3) qF'ira 1 
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itt^irm ftr^T mrirPr^ t’jwt 25 

W jffrr ^ ffrarPOT ^ ^Kft It I TW ■KKri'i'^rw 
wVt Tiff msnrw sV Tfr ^3% ProrffTT ’ff frin 1 

qi^T 'Tnrn: % ttI Tt hPp- 

>t™ 1 ^ T!!n 5t ftTf?r<F>3T !r>rn^f wttwt ^ i 

(e) v'T'tffTT ^ 'Tf^sff ^ WH*it®r 

% fSrtT Pr^rffTPiT thtt # fTTrlVsT Tf ^i<Tf % • 

( 1 ) Tffsrrr I 

( 2 ) f?ftrT jt^Tt I 

(3) tittt I 

(4) if-sr ^ cTg TlV Sir Tf TToffT I 

( 5 ) ^ft^f^rTTT % 3^3Tir ^ ftfiT fjT»jpiT sfriTt I 

(e) ^ jffl arr^ 1 

( 7 ) TisT feffTn>iT7c<T TT 37UTr Pwffrr'nT'^ Jiar 

tft mj TT^TT 7TO;t I 

irrarf^T'^fFrnpfr iff to t*! 

TfZT W^ffTd TT^ 'iff Pi'til 0" ITT ^ 'JITTf ^ I %fWfir[f=T TfitT’ff 

Tr ftrPiTt'’r ttpI 'iff ^titt if jo t 4 iffrt ^ % 

or fPT nj«T iff aTTPrr iff Tft^r i 

7 fm«f ^?r«I ffttr-ff % f^ir 

ifn ftftfiTTT ^ iTi^fTT ijvrnn ir f'ffTTf'T % r?TT f.Tinrr'TPi'fr 
^mrT 'Ff f«rf.TfT5T ^itft It ■ 

(1) spr T|JJ if frrr w'^-Tifwa' iki’m if fsrffT ifTr 
SfnrrfjTT ?f>rr i 

( 2 ) ■jT'm firim' bttwt T%-r, jfr itjt tc f^fT 
jr^T 3WTfTT Ifftff I 

(3) Tf'TidW fH'T TT »TT^ fjT’'-f I 

( 4 ) '*rTT I 

( 5 ) 'TT IP-T gTTifO’ T^T'ii iff fjfJTT ifr 
yw <>1 sfriiT I 

(e) tN i.r <ti rTi=5': %T;j5r 

( 7 ) 3sf 3TfT7: I 

(n) I 

mtnfVf T f-TO 25 Tl' JTfjT: m iff ft>fi[- 

ffiff Tf TfTfff ^ I frfTTK *r> \^77f Tro''r'^TT w Jf trr^r: 
Tinwf if Tf I JirTifrPrft <tfr iT'Tf«r«i' Tiff 

ffrffrPTT'r Tf fTf-PrW fTor ^nr ^ ffi Twrt jrrmmm'T fTuftT 
»ff fTOT 5r(if:'Tr I 

8 . twfwf sjfT. E(r»i<irnn »lr fTPrifrar % frr^ frt'rW^T 

■JTFTT Tf flTOTfrii; Tf Ifraf ^ 

1, f'T'sr'r wTc 3wn, I 

2 irapT OTFPT I 

^narft.T t7 w-^nn % ftrif 20 t'T 

jffiT; ^ w^ptr^f vr fWrft»r ^^f ^rrin | i 


9 TfuiT I OH fCrHWT 'VlPlfl'ft ’WT if, it13 

% TTO ftfr'TT IT^'iTPT Tftf If iff f'J'T^W 3 0 T'f ITfirf 

Tt T^fT ^ nV: ffpTrfJrftrr 'n ^ ■ 

( 1) ft-TT tut 
{ 2 ) 'Fff'mTT TT 
(3) 

(1) TrifTT 

( 5 ) ftfTJTT ’fpnw 1 

10 TTftr^ iffr- tK jferrrff % PTR^rfisror 

•3WT iff ffTTiffTir iff Tilff S I 

(1) TfOT'- I 

( 2 ) 'ttf'Terrs^ "iff PtT % f?nf ifwrfrT "rtaR iptttt i 

( 3 ) iff=7TR T^-jf I 

irratfiiT 'iwf'mf 5^ fiR 20 tt 'ffir' (if^T iff Pror- 
ftir iff rntfr > I 

11 Tp-fft’ir i'lc •^T^rr '■Tr'Rf Tf jr. ^ 

flWf'Rf fTtr TT'-TT'- iff PtTTfttT iff 'JTI’lf ^ - 

(1) w’rff 

( 2 ) l^'T^ff Tlfar % pFT JTT^TTtf 

( 3 ) aiffT tff'- irn ■jw’’ 

( 4 ) 'imt TTiTT I 

WOTff.T WsT itPprwf % «jjTn>T 30 T"! iffri: ^ iff 
ffmfwr i!ff Tff'fr ^ I 

infri: iTsfr!: % cimiT ■p'ft «w(ffwT TTff Tftlf ifPwTiff 
iff TUT it ^■rffn f<Tlf!i; TTJTftff iff 5TTP1T iP TT^f n% | 

12. WTiitTrT PrRrfirsff ^ PtPtjtW % ffni iriWPt— 

fRpTfirr’Jlff % fTpTfff''r Iff 3TfW iff PRR- 

fniiTT "tw >^«iic Tftwfr if ffmrfar^ fttirr arrtRT 

(t) uTaPff ifft ftmit TT firiiW —^Tff% ^^^iff, 

ifrftr^f, sffu^ft ftmfr ift it ^ 

tffrr, ^<iTTr (ffT httri % t 

f»ff) TT OtirfR^'^ft% !f[fT4frtfTiTiTrPrJTH iftt Pn"^ 

{'f) httJ iftr t-htt—?TT% RiinffT n't utitt 

rffT ffntriT. TTTTT ITT iftftt'ff wfl ^ftPlf ItT 
Tf^T iAt ^ 'T'^ THR inTT'Tf ^ I 

(if) • 

(y) TAsn I 

ffp^Prftrtt ^TtTT iff f^Trfciir iff itRff % : 

flPtHtl 5fT 

( I ) ifffllTft, Jfftwf iAt ft'TTir'f i> Iwt >t’>1T'm7T 

iJTWT I 

( 2 ) ^ iAt V ( 

( 3 ) q^inni I 
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( 4 ) ^ I 

(5) fiT’TiT fimW Jtr iHrsm i 

ifT^rr 5rr irr^fn ’Tr ^;!Tr t Tw't 7T 

!r? TTpcrr^ii^r 1 

tTWT lf| 'fl'T I 

(b) ’W ^=1 W I 

qTrf Tc^ipr ipw 

(9) >ftrt irflfT ?ffi5r4« ^ 1 

( 10 ) ^«rn>i fTiFsT I 

(11) ^cRi^n: 7^ ^ ^ wsfin '«Tr| 

^rrtjTTnr ^rsT 

(12) fnffW'7 ffiif I 

(1 0 br7 7 ^ ^TRT^ I 

(1 1 ) ?r<r7 ^ftT: gf^iiT 7? t7 1 

(T)) ^’i^rcrTq- ■ 37 ’^T ifi’' TTfiPrs 'fr 

^rfrrfHfT Tf? ifRr^TTT 1 

■ir^JTW #P4T7^ V fu 31^77 7i7 1 WiTTrTT 337?<rr<,T%T 
sR^TTT 7 '7^77 bO 7T •f\EX Tf)- ff7I\ft:i{r T^lf ^1 

fr 7'7 1 7 ;T 7 Tff 7 f 75 TlCfr ^ irjff^Ci "TfT-T T?) 

7^7 f^InlT 7«riti Tf Tft^ra-’n 7: f7i^ ■VTuTfft xftx ^TTsrV 
77 ^ f^T’’' -rfirr^Ti 7rT7^ 7^ ?Tr<fr ^ 1 ^iTjsrrTT j(rbrprff, 

7^f^7^r 3'T77T 5?r mux 7? f'7'T tfCTCt ?• 7=^577 7iJ- 

?rf^nf| ^1 7!\ S7T7 7 ^57 5tTt:ff^^T: <j q-T rf^Tf I 

^77 2 7 7 'K-i?ir77 TiF«(ir^ 7fi 7T5 <r7 ^r f)> PtotKt 
7W^ 7 75fi tftT; fT^rnc e^n Jr ■^-7^ nr^fr PTbT'Tt 

rKT i 7"'<T7r‘fU 7 7 Tff 77777 ?'4Tr Ft 7^ flirpTfr 

T 71 7 r ? 7 Jr 7^777 T^ni ■ 7 r 7 ? 7 ’’ % tf Ff 77^77 

^q,Ti“r 77f 1771 TT7r'^ 7TT»T^1 T 7 i(I T JI jti A ^t 

5T77f| I 

f?i-7q' r T n !r77 t 7 777t 7fi Turfs'ft " fm 

^-fnftJFT 7T5??r'^ tAt WV7 Tm 71 ^ I w% Trr.r>77 mx 77rf 
Tr TffTftTTt t ■SJr TirErrfjr srtTftt^r wtTtt 77fl t^th^ ^it 
■^ 7r> 7sfTT7 F7 'erIi 7 ’H Trf A ^^7 7tf7T 7rf 

f7 iti-’i -r Tierw'^ titIV ^ 7t rr^ 7 j^T'ura =7{r t i 

Art 77 I A '9'iTr37T A F77 7,7JrT77 7ffdTltr A ‘Tt^r^fm 
^f^Tirar T5f T^fH tAt fTOrrr A uu A j"", 

Trc7r7T 7F^’ ’-717 7^7 7"fi7fr *ft’' *r'-7 itrrtnjTTr '’fr 

77F7T 7T 7f77T V f WK r’'7 TT rff’’ fTFr^Ar 7*4 7 W ' T7? W 
-rTA 7 1 fT77 77 7T 'tff'- ^T^fFTI Wf 7TA 77 >^7 
77 ?{ 7*1 TT =, Tf, tT f^TTrlpTTr 

^>17 I f5rf7r77 fET'T ^ fri 77JrrT7 mf^TTA rr^ ij7 
WT’" 'ff75rr77 TflTfuA A 7777 77 FTTHT TriTTr t 
sfr7 TiiTT (i 4 r ■jrf777 ('■>) 7 7^t77l 9? ttrrRtlTrt 7Wf 
TSf itfi ffa-qT f I 

7 7,77 f7if7 A fTOTT^ 5-T'pi;’fl' ' 7 ’ ^ 77 ^J^FTfiTT 

7wr srriiA, irTlfi 


Aij^r 7’ 

(f777 7 1 74Jp ^7 74 53 7’ f!7 7 l-T 7^1 f) 

1 TlfK^Wt 7 7 F 7 T T1 ^7> 7r fi 

!iT 7iirR'7 iHPTfn; f^rATTr Jr f tt 'i,iA 

1 Tw I 

2 ■75rT3 TT 7r7 I 

3 7Tf?T 7r ^FqJriS TTT PtAt I 

4 5irr/3^ ^Tivn: i 

5 XViZfsilX 7:T ^rWft7 I 

6 f^PrA^ stitth 7rC7 Tff 7iA'7 ?At PtPt^I^ ttA 'At 
nr^«J 377 TTTn A 777yF'T7 ■'■A’T I 

7 77277 ^ 717, mx/^’X litTTrr: !p PtI 77%7 

71777 7lf7 ^757 SPTFRf Tnar I 7^ Tltt 7ft7 TTTt 7f fqfrrfr 73^- 

ifTfr 57Pf7,5Ki Pimi TtTTT nftT S', cr riiwTfrr ^'ft 7 It 
V>^\ 777 3771^ >r7vfT<l377 3777 1774'’ s VfTT it 

73^77 '777 PtFitI 7 ^ I'lTT j^Tl’rT F^ 47 ,7 if 4, ^Ft 774 Ft 
^t^Af xf!x 7 577 ^^■ 7 ^7'Tf5rF'7 Piri Dfr A i 

8 Np7frtii7 A 57IT7 7*77 77741 W kI77''7 7 I 
0 liT'77 tA 377 7 riTTt T7'f" TiTTsT I 

10 ^TrtwfiTr fw^ot 37!3 mT'CTT 37 Tw trfJtt % wfr^ i 
1 1 3 FirTtifT 3^7 37^73 3777 ^ft ’Xll, ?rtt ^ I 
12 't.F<in7T77l'777r' At417 -PT wsifi'rp ’TT- xlu 47F5F!7T 
ITTT' I 

n sFlT'^t. iW ffA77 4 7 7F)iW I 
(ni^fnr 'in T^lf 7 Ni9tt 4r) 

(sp) Fr-77 A tTi^Tcft I 

(/!i) fy, it'ip':?-rt 4fi 5077 7 7Fir~7 7>'qT A 7ffr A 
7ren I 

( 7 ) 177 4? 777 A 7 I 7 'PT tfr 13 I 

(7 ) TTt; fM^ITT I 

('^ 77727 97 7 1 

(7) I 

(75) 77 '^^T'F7 Tfwar 1 

(7) 77i ?3 7<'1 T7| 57f It T^il 7<ri7T7 I 

(JT) 3 7 "t htT Fil 7 774 I 

(17) 77 53t it TtfiFTf’-TSTr A brtrr i 

^rr) 7 A «Ttj77l ir 77^1 ff I 

1 1 kF 7T f 7717 4 7 7i<7 f irFriTT^f71 9? ^rT if 

7 74 A| itJ 7 I 

15 ^JjTI tiPT7T ^ ,777 4 ^rfi T 7, Tit fA ’ll fF?r 3“,/ 
f7A77/<TTrT7 =Al 7f7:i3i I 

16 7Ffi»T4 fei^TiTr % nfVjint it xux =7,77 g7'f39?r'7”r 
7 VtA 2 ^ Ip irFiFTT^ff I 



»rRfr fir 
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17. 7^ nrr jrrsrrT ^ Twit irt^ % f^TSTn 

TT 'T'lfi ^rfiftTir I 

18. 'rfV<Tr»7r^ 'Tf^'T fiT fliiirr: irTw ffr 

jf r^ ^arR^.iT sirfc^ »f(T ft^Rrp srrP:?! ?t'irT Wrur WVrfoq-f i 

19. ^w/i^fir sr%w, wTtrH ^ 

?f. fflrffjrW iff arfrw w nfJTR ^tf fff^rr ffr irr^fw 

'j^r ^x ^irtf^tT 'TfTirrfeitf *r ir^ i 

20- ^ ftni isfTRTiff ?rt(PT ^pR-flrffr .fuf^rftrrn ^ 

ftrfrw H%r ^^Tirsn: i 

21. 'Tfrsm % !wm ITT 'rfl'w'T % mTTrrsm writ sfij- 
mftn firfjfT % srfrr ^rttiT:, % hwptt srr^ ^ 

firn; *T>TfV!iiiT TTfT ftmioT ^ firifftTT felt fit 
ffy ff fTOT fe^ffTT fff OT^ifT I 

22. 'TfeffesR ffef fft fei(fer ffr fTfTsr fipfitr ffi 

fefiTir % felt fei^ff fT^ I 

23. ffeliTOT *r ttripR fTWT I 

2 4. ftfeft ?tfIf fefefelff % fw<t 

fijrr % WCfTf fffeffTT fefT ^TfT nqfef I, fit 

gf?feTT fiTiT (ft ti-fe?w vs arnfruft fefeffe irfefr % 
f? ^firf3 fii:^ % fe<t I fe fTjpTP ffri^ ffrf> sfr^t 

t I 

w. fefe-fHft 

1. ipiT ^ferfe 

2. laiwf fn fif 

3 . im«TT if)f % *Tfe'^«r fir fH^rr 

4. '^f/frif m'FT’C 

s. sAr/ff HFi V. 

0 . fSrrfiife/!iro:'(i fiT^r fA TTrrtiff sAr ijr^ ttitV* 

7. f3ft tffufA % TTf, fePwir aA?: fR/ff wfri: ffr 

if srjff iTT!rf/f<A fixf ^Af ffiff fA feiA wiifiift stRftt irt 
PWTfW Wfitfr ^A^ tlRT iBTfrwfef fefr iffU'M ffi itA 
Ti^inftfft if4j=frfefif ITTT (ferr^i ®ife^TT irffiiT'rr^f f if 
tsrrtf fett wrA t sAt wr feff ffii inffifefwr g-Tu 

fit fepTirff % fet ST^f3 feTr '^rfr 

8. pTffe if f'Jff IRiA fiflA Tir pTf'ff Tfsffe I 

e. PT«Tf fA frAw, THTf sAt wfftr i 

10. fftfrifriT PrAwf ^ ®A^, 4A fiffif wrjff, Ttfii^ifff 
jpT^ ^iiA if iffiA fufifi I 

11. TT iffitf ft?A iTrii_ 5>ri I 

12. fe?cw fA TTfdn afti; jf I 

13. 'j'f '’Tfjt fi^f ?lTTf ^A ^1 sTfAWm if fffrijTrTrfi 
Tftef I 

14. MTlRf fi:r^ if lAf fTT ffeAw I 
1674/88.-.2 


IS. ffi-jf fA frAiff I 

16. pRffefef felt fert fit fAwff ff irffAw, 

(fi) fsfgfeftff fi3;A fell fe fitTfffeii fit 
CTTff^ I I 

(fr) fe'jTifef nff 4A g’fffefe ^A <fN ipfe % felt I 
(f) TTlRfef fffef f5t fi^ HTf IjAfT 5 A I 

(f) «lfei!TTTOr Tdwf lil^f rnH.^Aff ?A I 

17. TAfT^pTflf^T (ijff^fef) felt -dHTfR sAt fffefff fA 
ffe ^ felt ffeAft I 

18. wrtiTiff 3^7: Aififf fA fffJ fiA sAt rAfiipifrai frfe 
nr nfeAu, ffe *Tr!r7f4i fA 1 

19 itrfr Rf^TR fffefeiff fA ffi f fe-TTfA hiir r sr ->■ 
TAfTipTifef fe fr umiT t fefAi sfiif tt fff, fiffif sAt ffeftfe 
fff fA fefeAaf f AA t, % ferti f feAif 1 wfeA^ TAfTiifrfef 
A A#fef ff A fe%f fef ifiA frAft ,i 

20 . fA 5t ffsTf iff fA A. sAt fifiR aAf 7 ^ fert fit 

wiffrff fA ffWT I 

21 . Aarferfi ^rff sAt frtffefr gtfrff sAt fffA 
ffefiffr fir fTfrff 1 

22. fAfAff fefAc A ffe ftj ffiA fit fWif fe f? frfTi 
ffifeit fir ^ fr ffA I 

23. ^TfiTf g-fff % Aff, wrfTTff mfe frr ffeffi , i^A 

if A., fefeffe fA Trr^, Rffif fA frfw,^i(A *A mij; ft, 

fi: ijfi sAt ffcfpjifTi ffef A f^ feiff I 

24. fefefff A felt AiRatriff ASTf TTirAf# fiAfrfeffT s 
mfifr Ai^ff fTWTSTT 1 

25. iJf TTfeftfefA % Aff A fefWfeft uA fefefif % 

iferf f? gfeftff fiTA A felt fteA ff ?A fe wnirfef ffit 

ffrt 7 ^ fufV ? I 

26. ffefr A ffif A ff fffwf A fRfrffi A ffe 
^WT4T7 fTfiAfA A fiwiff fnA A feit sAA fefnr ff r feRT A 
felt i3?fif fA feifn iftA a felt, feijff fA f^ fj-^ "^7 
ffijfff fA wiAfer I 

27. ifef sA 7 frwT AA ^11 ftTrffif Afr fA Afftf fet 
«riA ff frfeAii 1 

28. fif^7 fA7 4'iirf7 A f.Tf fet f t fiA iff T 
feq^if A fff ffeAif I 

29. ijf: ffTlRf fl|' wfeA^ ffe fA^ 'lAi 1?: STRm’T 
Af fefefef t I 

IIfffiA ff wfeAn 

fffifr TTiTTot At fiTT ffeAf 7i ffi fefA fif^r 
Ar fRilf, flffl f., ff fe fTff/ffT T-fiff fTf fff fA7 TTf, if f 
fi'.T Af fi ff^rr, AAf w(fif7, fefefff Af fiTi-i, ^rffi-r 'Si 
TTifr^, ffe fAf fefeff Afi fefnfT nA fiAiij/fTiflAl' 
fr-f?rf ariTr fif'^A fefeff feAi A. feif fee if ffei q-ri 
fAS uA. feirff ftfr, fe'ff.f At ifAij wfe jf uTT.Tf A 
fff 1 TA 7 if A. fttfA fefefi'f A fet Jft ftfr Tr.fef f?' ft: 

^ *A7 77fAf A fljffT feT7[T A fffej ferff'feff 'Jttfer F,' 

iri t I 
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ITT fiM'T'Jr li %fRT^fT=r tV 

!?r. feTpirt 

1, 

2 TT 

2 TJpT srif T ^ 

4 . t’^/'Tis ifwH; 

R, TwrErfr TAsr^f 'fn 

(i^:) !T^rT 

(Jl) 2?^^ 

(it) ^'T rTTT^'TTr 

(^) J'TW 'A rriproT^l (qfi; ^rrl fl) 

(^ ) frs^'T Tf^wn (IjT'TA »r 'TTj') 

(rT) iFlf IT^-T 

(w) 'PV^T Tr Tfnirm 

Ih^ ; f^5r ^mA'jTT 'rAOTTff (?5T;t *A 

^) % irA ^ wW’p 

?>, % SffT lrfT?JT«R FFTST TTfPfT 5 H 

r^jn ami ^if|tT I 

6 f^opi jrT ^|8P 

7. KT^TlTtf^T A ^r!T ^*'-fr4TT 

W. KTi'Ap- fiTiTTffrjri- 
I- fap^^^T fAfts AstAr 

2 fri RR 

3 ArAt I 

4, ffjp A ff,F?r A fTA(y 

R jArt iTftJi'^ 
fi srrc-f srfjiTf A fr'^Ti 
7 3^^Tftpf tAiSTA VI AARi^ 

(v) fTTRm 

fsr) 5T?r A rr^ 'Ti'j; 

(r) 

(it ) OTtmr Jf 

(r ) (i) sT^trar RTfri ?! 

{ii) RTTRT TTiTIT^ 

■ ('^) triRJT Tfriflir, am Rip frr^j A 

(s) wrAsn^Tr 'rAarirr, arsf Rp stitj A 
(r) At tTTTT 'p'rOT 

(H) vm RT tAtitit 

,feRof : ATiiR OTiitArFr Tfrttrnff (^rtt tcr At rAr^tr A 
AArfarR ^) V inA'Tn ^ ttir At arR rA 
wtriWr ([T PR srf'iAA R At wfRiT-TT' Etritt ^tArr 
R p'R T If Arts Att anR RiA'.’I 


S. fipr-TTR R( STRrSTR 

9 wrAAr AsYrt A m At i?T=rr!jT' 

WRIT lAttroi 

I- rAstut AtA TT'>!TfV 

2 RTT^ R 1 RIR 

3 Ar AiRfR 

4 P'TRR srwRf A tAti 

3 srrqRpi^-Tr ^-r jf^rR 

f, ST^TR IRffqr Rl RlRlTq RITtTl'-f 
7. SfTRR BTiJTR R| ArR WpAf; RIRUfR 
ft PfTR UTJTR il WT RR-f RT 4 R ST f 4‘ ' T -fi T i T i 
Attt RI RTTR . ■' 

9 rtAr WTRTtT Rj- Aj frTi 9,1 r-ttt iRTt: ri -titiTiR 
11 ) SrrtIRRR RrRfTIR 

11 . rAAptt 
T 2 ^ A'TRfqJT ArFR fl 

13. ArPTr Rr STTfcTT 

14. ITRAArAArr ri T|R Aj ^fTiiTT 

9, wA'TiT'n pTspi 
I tAspI a?a TT»qTR 

i;. RTT^R RT RITT 

3 . ArrI 

4 !TTR=f JJ-TR A Rifl A^ T 1 R il;T,T R 7 TT 

5 WTRaAr AEtA a SIT'7-fi At R.'RT 

6 . TFTRTTtt v1 RiA'I 

7 tArW At fepRlT 

ft' AtAtir -ri ?TTi¥rT 

ft ^rwrTT AtAtR a ti7 At STfi-.T' 

WTj AAnA % Ftr 
1 . iRffAn f-rAj AiTtr 

2 RTTR VI R|TT 

1 . 5r/7Is ^ml 
1 RTfRi arFf A rtAtj 
ft JT^TIrT 7tr-.TTT 7 Ti jfrTiRr'T 

(r) fq-RTni 
(Tj) T^RiR 
(R) At VI 4 'TtliTR 

(Rj 7T)y Rr-TRiir 

fsTTir : ftrf'RTr RqRrfpR qAsrurr (prr rrr At tAprr A 
rFtrFTT ^) ip RTR if fTRrfeRr R,rtTr AiT Rp 

RifI TTIRDTR t'T A^'ETr R At TTi 74 TR tT-T 

TP PR Pfiv 5 ti Ar^ ErTt HitTfi I 

b Ftt^TR ri STRrtTT 


7 7,T[jfl1ilR IrtSi ( 77 ; +7 fiq ,AlT. ^T-fWT 



[tTr^r IT- ’jir 

1 'w ^>5 Ttr 
z Jinrat Tf ffm 
1 t>ITThl V‘ T{ I 1 Tr f '1 JT 
1 TfTiTi'Tr 

s ifTiiT srr^iff fr'^’^IT tfk 

h T^r^itr Ti 

ftwiT jT^'^ir^'T 'T’''ViT'rr (t-tR tci ?rt'' 4t 

rrfcJTf'T^ ^) 17 'TR'T "T iTi-T^iri -ifimfr WJ^ Htn 
Tp^r ST irrKT'Jt % st't 'q’lS'JTR f'f?”r 

TT’^fFT ’■'TPR Ii ir srf^T'^ fu'f ^i'T'T I 

T ?TI^Ti=T iTl^ilT wrfs 'TT I 

I TR" RR'Tfr 
; RT ¥l RR 

^ fRkRTRT / n TTRTRl "FI RTR 

4 a"T '(t^Rrir 

5 RiiT4|ioTiRlR R'STTr T|r*''9 

b. ■URRiflR TT won er RfFRlW 

frRR kf*'5i ■jRirrfTTR RTri^tnt 'Tsa ^ foTfwr-RRT 'fttf 
T riiTRi ?TyT RTSl WiRST-R pTT ?TrR'T'a'f *R TfR 
0 ’T TrF'fJ fRFT R-fniJ | 

7 f^'Tf'irRT 
H R-^iWf!?;(ftFRiap- 

fR-TTR DTrm ^T-TRiPtR JIRt 

FRRRR wR^fra't RFi t I R' ^T^sTfRR !TiftrRr'Fr 
RR 'SRTlTft TT RSTJ R RT ^ RpTn RRRt i Rfrrr 

R?) *Tl^ ^ RRirf^RJl-'f F-| RlR J iTi 

Ri^fn TI fRRST ^ RRTRi I 

J ^T^jfTRR SrftRRTiTT, ^fRfffTJIRl iR ’]ift TffR 

^ RfRTR-R'IR ^t, ’■RTR TT iRR^TT R R%RI R^R 'SiRF 
RFrFRfRR RR RReiTTiF g;Rr rT rS ^ I 
J R^PTR RWRiRf RRRJrf^WfF""F rT iT*fr wf-ff-RR 

=T ’TRr ir Rfv-RFJ F-pafpr Ri Tr^r '< r%Ri fRF^ 
R? FtrT RTTR RIR^ Tf Rf^frRfR R RIRJERP RRHRr 
^ l" 

[4 r^ 1 111 u/1 n/s 5 -ft RR RR 'T''R Rf 'T'S '^] 
Wit % iR|5r RRRR rNr 

fjrtniji 5-1 979 RRT RRT RSTTfiRR RIrFr RRiffR RTRRt 

tRRR, 1945, rV RfiRR Ru^RIR RRTRT (F=R|*RR 

f^TTR) iURflTTR R RfRRf-RR ^ f^RR RT^fj rI'’' RRlfiTR 
RTRRi RftrfRTR rTf TrRR (Rf '^f RT nR trir t, i ) 
ARfr^ ^ I RFRURiR ■JRR tRTRT Ti RM % TTR 


RFTR ^ir TlRTi'R .RRTtfTTR 1 ) 
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MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department' ot Healtli) 
NOTHfCATlON 
New Delhi, the 24th June, 1988 

GS.R 735(El—W hereas certain dralt rules fur¬ 
ther to amend the Drugs and Cosmetics Rules, 1945, 
weie published, as required by Sections 12 and 33 
of the Drugs and Cosmetics Act, 1940 (23 ol 1940), 
under the notification of (he Government of India 
in the Ministry ol Health and Fanulv Welfare No. 
GSR, 589CE), dated the 22nd June, 1987, in the 
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G'l/ette of India, Extraordinary, Part-ll, Section 3, 
S'.ib-scction (i), dated the 22nd June, 1987 at the 
p'i.pcs 1 to 18 inviting objections and suggestions from 
all Dersons likely to be affected thereby before the 
e ty of a period of thirty days from the date on 
w'vch the copies of the Official Gazette containing 
tl said notification were made available to the public : 

And whereas copies of the said Gazette were 
IT vie available to the public on the 4th August 1987 ; 

vnd whereas objections and suggestions received 
fun the public on the said draft have been consi- 
d ed by the Central Government; 

Aow, therefore, in exercise of the powers conferred 
b Sections 12 and 33 of the said Act, the Central 
Crovemment, after consultation with the Drugs 
1 cchnical Advisory Board, herebv makes the follow- 
ii rules further to amend the Drugs and Cosmetics 
Riles, 1945, namely:— 

1. (1) These rules may be called the Drugs and 
Cosmetics (Sixth Amendment) Rules, 1988. 

(2) They shall come into force on the date of 
tJicir pubication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 (here¬ 
inafter referred to as the said rules), in rule 71, 
after sub-rule (6), the following sub-rule shall be 
inserted, namely :— 

“(7) The licensee shall comply with the r^uire- 
raents of good manufacturing practices as 
laid down in Schedule M”, 

X 

3. In rule 74 of the said rules, after clause (n), 
the following clauses shall be inserted, namely :— 

“(O) The licensee shall comply, with the require¬ 
ments of ‘Good Manufacturing Practices’ 
as laid down in Schedule M”. 

4. In rule 76 of the said rules, after sub-rule (7), 
the following sub-rule shall be inserted, namely :— 

“(8) The licensee shall comply, with the require¬ 
ments of ‘Good Manufacturing Practices’ as 
laid down in Schedule M”. 

5. In rule 78 of the said rules, after clause (O), 
the following clause shall be inserted, namely :— 

“(P) The licensee shall comply with the require¬ 
ments of ‘Good Manufacturing Practices’ as 
laid down in Schedule M”. 

6. For the existing Schedule M to the said rules, 
the following sub-rule shall be inserted, namely 

“SCHEDULE M 
(See rules 71, 74, 76 and 78) 

Good manufacturing Practices and Requirements of 
Premises, Riant and equipment: 

Note.—^To achieve the objectives listed below, 
each licensee shall evolve methodology and 
procedures which should be documented 
and kept for reference and Inspection 


GOOD MANUFACTURING PRACTICES 
FACTORY PREMISES 

1.1 GENERAL REQUIREMENTS. 

1.1.1 Location and surroundings.—The factory 
building (s) shall be so situated or shall have such 
measures as to avoid contamination from open sewage, 
drain, public lavatory or any factory which produces 
disagreeable for obnoxious odour or fumes or large 
quantity of soot, dust or smoke. 

1.1.2 Buildings.—^Thc buildings used for the fac¬ 
tory shah be constituted so as to permit production 
of drugs under hygienic conditions. They shall con¬ 
form to the conditions laid down in the Factories 
Act, 1948 (63 of 1948). 

The premises used for manufacturing, processing, 
packaging, labeffii^g and testing purposes shall be, 

(i) compatible with othe^ manufacturing opera¬ 
tions that may be carried out in the same 
or adjacent ptemises; 

(ii) adequately provided with the working spaces 
to allow orderly and logical placement of 
equipment and materials so as to, 

(a) avoid the risk of mix up between different 
dmgs Or with component, and 

(b) control the possibility of cross contamina¬ 
tion by other drugs or substances and 
avoid the risk of omission of any manu¬ 
facturing or control step; 

(iii) designed|oonstructed|mamtained to prevent 
entry of insects and rodants Interior sur¬ 
face (walls, floors and ceilings) shall be 
smooth and free from cracks, and permit 
easy cleaning and disinfection ; 

(iv) provided with adequate lighting, and ventila¬ 
tion and if necessary air conditioning to 
maintffin a satisfactory temperature and 
relative humidity that will not adversely 
effect the drug during manufacture and 
storage, or the accuracy of the functioning 
of the laboratory instruments ; 

(v) provided with underground drainage system 
in the jMUCcssing area as far as possible. 
The sanitary fitting, and electrical fixtures 
in the manufacturing area shall be concealed 
and ventilation and air inlet points should 
be flushed with the wall as far as possible. 

1.1.3 Water supply.—The water used in manufac¬ 
ture shall be pure and of a drinkable quality, free 
from pathogenic micro-organisms 

1.1.4 Disposal of waste.—^Waste water and other 
residues from the laboratory which might be pre- 
ji^cial to the workers or to public health shall be 
disposed of after suitable treatment as per the pre¬ 
vailing requiremnets of the water pollution control 
authorities to render them harmless. 

1.2 Requirement for sterile products manufacturing 
areas. 
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1.2 STERILE PROPUCTS 

For the manufacture of sterile drugs, separate 
enclosed areas specifically designed for the purpose 
shall be provided. These areas shall be provided 
with air locks for entry and shall be essentially dust 
free and ventilated with an air supply. For all areas 
where aseptic manufacture has to be carried out air 
supply shall be filtered through bacteria retaiuing 
filters (HEPA. filters) and shall be at a pressure higher 
than in the adjacent areas. The_ filters shall be 
checked for performance on installation and periodi¬ 
cally thereafter, and records thereof shall be main¬ 
tained. 

All surfaces in manufacturing areas shall be 
designed to facilitate cleaning and disinfection. Rou¬ 
tine microbird counts of all sterile areas shall be 
carried out during manufacturing operations. The 
results of such counts shall be checked against estab¬ 
lished house standards and records maintained. 

Access to the raanuf/.cturing areas shall bo restric¬ 
ted to minimum number or authorised personnel. 
Special procedures to be followed for entering and 
leaving the manufacturing area shall be written down 
and displayed. 

For the manufacturing of drugs that can be sterili¬ 
sed in their final containers, the design of the areas 
shall preclude the possibility that products intended 
for sterilisation could be mixed with or taken to be 
products already sterilised. 

In case of terminally sterilised products the design 
of the area shall preclude the possibility of mix up 
between non sterile and sterile. 

2. WORKING SPACE AND STORAGE AREA 

The manufacturer shall provide adequate working 
space (manufacture and quality control) and adequate 
room for the orderly placement of equipments and 
materials used in any of the operations for which 
it is employed so as to minimise or eliminate any 
risk of iMx-ups between different drugs, raw materials 
and to control the possibilities of cross contamination 
of one drug by antoher drug that is manufactured, 
stored or handled in the same premises. 

There shall be adequate space in storage areas for 
materials “under test’, “approved” and “rejected” 
with arrangements and equipment to allow dry, clean 
and orderly placement of stored materials and pro¬ 
ducts wherever necessary underControHed tempera¬ 
ture and humidity. 

3. HEALTH CLOTHING AND SANITATION 
OF WORKERS 

All the personnel including temporary staff who 
come into direct contact with the products including 
raw materials shall undergo periodic health check-up. 

All personnel shaU be free from contagious or 
obnoxious diseases. Their clothing shall consist of 
white or coloured material made up of cotton or 
synthetic fabric suitable to the nature of work and 
climate and shall be clean. 

Just before entry to the manufacturing area, 
there shall be change room (minimum 8 sq. metre 


area) separate for each sex with adequate facility 
for personal cleaniness, such as clean towels or hand 
dryers soap, disinfectant and hand secrubbing 
bru-shes so that all the personnel change their street 
cloths and wash and wear clean factory uniform, 
head gear and footweer before entering the manu¬ 
facturing area and analytical laboratory. For all 
workers engaged in filling and sealing of containers 
of sterile preparations suitable sterils, gowns, head- 
gear foo't wear and masks made of synthetic fabric 
shall be provided to cover the nostrils and mouth 
during work. 

4. MEDICAL SERVICES : 

The manufacturer shall also provide, 

(a) Adequate facilities for first aid; 

(b) Medical examination of workers at the 

time of employment and periodical check 
up thcraftcr once in a year, with parti¬ 
cular attention being devoted to freedom 
from infectious conditions. Records 
thereof shall be maintained; and 

(c) Facilitv for vaccination or other exigen¬ 

cies. The licensee shall provide'the ser¬ 
vices of a qualified physical for assessing 
the health status of personnel involved in 
the manufacturing and quality control of 
drugs. 

5. SANITATION IN THE MANUFACTURING 

PREMISES ; 

(i) The manufacture area shall not be uti- 
li.sed for any other purpose; 

(ii) The manufacturing premises shall be 
maintained clean and in an orderly 
manner, free from accumulated waste, 
dust, dabris etc; 

(iii) Eating, chewing, smoking or any unhy¬ 
gienic pradtices shall not be permitted in 
the manufacuring area; 

(iv) The manufacturing area shall not be 
used for general thoroughfare for per¬ 
sonnel or for storage of materials, except 
for material being processed; 

(\) A routine sanitation programme shall be 
drawn up and observed, which shall be 
properly recorded and which shall indicate, 

(a) specific areas to be cleaned and cleaning 
intervals. 

(b) cleaning procedure to be followed, includ¬ 

ing equipment and materials to be used 
for cleaning; and 

(c) personnel assigned to and responsible for 

cleaning operations. 

Records of compliance in respect of sanitation 
shall be maintained for inspection. 



14 . the gazette of INDfA 

a EQUIPMENT; 

(). I EqLiipnK-fit used roj the inaiuifacturc of diugs 
shall be coiistuictcd, designtd, installtd and iTiaia- 


tained 

to. 


(I) 

achieve operaliunal 
the desired qualily; 

clllciency to attain 

(r) 

prevent physical. chemical end physio- 
chemical change tliioiigli siiilace contact; 

(I'U 

pievcnt eonliact ol 
ed for the operation 
lubricants etc 

any substance requir- 
of the cquinments like 

(iv) 

laciliiatc through 

necessary; 

cleaning whenever 

(U 

minimise any eontammation of dings 
and their containers during manufacturer. 


6.2(i) Speeiiic wriltui c saiuiig inslnietions fi)r all 
equipment and uleiidK shuuki be leadily avail¬ 
able and the opu'atofs are required lu be tumiJier 
with them. 

(li) M.iiuilaeturiiig equipment mid utei.sils 
.shall be thoroughly cleaned and il ncees' 
saiv starili/ed in accordance with the 
written and speeihe instructions. When 
indicated all equipment should be dis- 
a-ssembled and ihorouglv cleaned to pie- 
clude the cairy over ol drue residences 
Irom previou, opeiationsi batches. 

(ill) Flic accuracy and pieeision of the equip¬ 
ment used tor .spccilic filling shall be 
cheeked and eoiinrmcd at tegular inter¬ 
vals and records of such checks shall be 
maiintained. 

(iv) The accuracy ot premise filling shall be 
checked, conlirmed and calibrated at re¬ 
gular intervals and the pecouls of such 
checks shall be maintained. 

(v) Equipment used lor sterilization of drugs 
shall bo nllcdvvith recording devices so a^ 
to monitor and evaluate the performance 
of the equipment and shall be calibrated 
and checked at regular intervals and re¬ 
cords thcreol shall be maintained. 

(vi) Equipment used Un critical steps in pio- 
cessing shall be monitored by deviec.s cap¬ 
able of recording the permanent parameers 
or with alaim system to indicate mal¬ 
functions These devices shall be cali¬ 
brated and tested and recbida thereof 
shall be maintained. 

7 RAW MATERIALS . 

The licensee shall keep an inventory of all raw 
materials to be used at any Stage of manufacture 
of drugs and maintain iccords as pci S'chcdule U 

All such materials 'hall l.e.— 

{ij ideiiIdled and then containers examined 
for damage and a.ssigned control number. 
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(li) stored at optimum temperatures and re¬ 
lative' Humidity; 

(ml 1 onspietioLi.sly labelled indieatmg -the 
name uf the mati rials, eoiitiol numhet 
name ol the maiiulaCTurer and be speci- 
ticully labelled “imdi r test” ur ■‘ap¬ 
proved" Ol ■'reiceied'', 

(ivf svstemaiieallv sampled tiy e|uahty control 
personnel; 

(v) tested tor eompli.mee with required stan¬ 
dards of quality; 

(viJ leleased from Quarenline by quality 
control persomii 1 tluough written instruc¬ 
tions; 

(viij so oitdiilsed that stock lOtation js on the 
basis of lirst in and first out principle in 
the storage areas; 

tviii) So arranged that all rejected material are 
eonspieously idemilied and are destioyed 
or ret limed to the suppliers a.s soon as 
possible and ueouK mainiained thereof. 

S. MASIER rORMUl k RECORDS : 

'life lieinsee shall mainiaiti Master formula ic- 
tonis lelaimg 1o all mannlaeuiiing pioeedures toi 
each product, which shall be prepared and end- 
oised by the competent teehnical stall i.e. head ot 
production and quality control. 

The Master formula Records -shall give — 

(i) the patent or propriotary name of the 

I produeli aloLganh the generic name, U 

any. strength and the dosage fotm; 

< 

(ii) a description or identification of the final 
I'untainers, packaging matrrlaU labells 
Hiid closures to be used', 

(ill) the identity, quantity and quality of 
each raw material to be used irrespective 
of whether or not u appears in the 
finished pioduet. Tlie ptniiissibJe ovejagc 
iliai may be incluiLd in a fonnula/icd 
batch should be indicated, 

(iv) a description ot all vessels and equip¬ 
ment and the sizes used in the process; 

(i) inanufaeturng and cimliol instructions 

alongwlth paianieleis lor critical steps 
such as mixing, drying blendings, sieving, 
sterilizing the product etc; 

(v) the theorical yield to be expected from 
the formulation at diflircnt stages of 
manufacture and petmissible yield lim’ts; 

(vii) detailed instructions on precautions to be 
taken in manufacture and storage ot 
drugs and of semi finished products; and 

(viii) the requirements of in-pioeess quality 

control tests and analysis to he earned 
out during each stage of manufacture in- 
eluding ihe designation ot persons or 
depaitnieiils icvpoiisiblc for the execution 
of such tests and analysis. 
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9 BA Ten MANUI ACTLIUING RECORDS 

Tile licensee shall maintain batch manufacturing 
record as per Schedule U for each batch of the drug 
pvoducted. Manutactming records are reeiuired to pio- 
vide a complete account ol the manufaQturing his 
lory of each batch ot a drug show-ing that it has 
been manuiactured, tested, and analysed and accord¬ 
ance with the mannlacfuring procedures and wiitten 
instruc'tions as per the master formula. 

10 MANDFAC I'CRlNG OPERA'IIONS AND 
CONTROLS 


ptevent mlthobiai growth at tempeia- 
tui'e ol not less than SO^C in a juckcttcd 
stainless steel storage tank. 

(vi) Individual coulaineis of liquid orals, 
patenterals and opihalmie solutions shall 
be examined against blackjw'hite back¬ 
ground 'itled wiih difused light after fill¬ 
ing to enaire Irecdom iunn contamina¬ 
tion with foreign susprnded mutter, 

(vii) hmishcd tables shall be inspected for 
presence ol foreign mattci besides any 
other defecis. 


10.1 — Genet,il contioh 

(i> All manufacturing opeialions and cont¬ 
rols shall be earieid nut under the super¬ 
vision ol eompetenf technical stall ap- 
pimed hy the L ieensing Aulhonly. Each 
critical step in the process relating to the 
selection, wenthing and measuring of law 
materials addition during tlie process and 
weighing and measuring during the various 
stages shall be performed under the dirgct 
personal supervision ol a competent tech¬ 
nical staff 

fii) Products not piepared under aspectic 
conditions are required to be free from 
pathogens, like Salmonella, F.-Coli Pvoc- 
yanca etc 

(ill) The conteriN of all vessels and containers 
used in manufacture and storage during 
various nianulactuiing stages shall he 
conspicuously labelled wilh the names of 
ihe prodnst. batdi No., haich si/e and 
stage of mamifactui'- Labels shall be 
attached to all mecnaiiieal manufacturing 
eqiiippwnt during their operation with 
conspicuous lahles beaiing the name ot the 
product and balch No 

10 2: Precautions ag.Tmst contamination and mix- 
up 

The licensee shall nieveni cross-contamination of 
drucs wilh sp\ hoimoiics, coti ;nstcriods, B. lactum 
antibiotics, anfineoplastie drugs hy appropriate met¬ 
hods, w'htch mav include — 

(a) Carrying out manufacturing operations in 

separate building ol adequately isolating 
the operation hy total enclosure within 
the building; 

(b) Using appropriate pressure ditlerential in 
the process area; 

(c) Providing a /uitahle exhaust system, and 

(d) designing laminar flow sterils air’ system' 
for sterils products; 

(iv) The germicidal clheiency of UV lamps 
shall be checked and recoided indicating 
the burning hour or check" I u'ing '' 1 - 
tensity meter. 

(v) The water for inieciion TP. shall be 

either used immediately, or ■ stored to 


(viii) Expert technhal stall approved by the 
Licensing Authority shall cheek and com- 
paie actual vielj against thcoutical yield 
before iinal distiibutioii ot the batch. 

All process conliols as required under master 
formula including room temperature, reialive humi¬ 
dity, weight vaiiation, disintegiatiori tune. mixing 
time, homogeiiicity ot suspension, volume filled, leak¬ 
age and elaiily shall be cheeked and recorded. 

11. RFPROCrSSING AND RPCOVhRY 

(al If a product b.iicli lias to he reprocessed, 
repmeessing procedure should be autho- 
lised and leeurdeLl. An invesiigation 
should be carried ou’ into the causes necc's- 
silaling reprocessing and appropriate cor¬ 
rective measures should be taken lor pre¬ 
vention ol neiurcncc 

(b) Recovery of lundiici residue may be car¬ 
ried out by iiicovporatine in siisequent 
batclics ol ihe product, it permitted in 
the master foimtil.i, 

12 PRODUC I CONTAlNhRS AND CLOSURES 

(a) All contnineis and closures shall comply 
with the pbaimaeopocal requirements. 
.Suitable specifications, test methods, 
cleaning procerlure and sterilisation pro¬ 
cedure, w'hcn indicated, sluil) be used to 
assure tluit coniaintrs, closures and Other 
coniponeiVt parts of drugs packages, are 
suitable and they are not leaetive, add!-, 
tive, adsorptivo. absorptive or leach to 
an extent that significantly affects the 
quality or purity of the drug. 

(b) Whenever bottles are being used, the 
written schedule of cleaning should be 
laid down and followed. Where bottles are 
not dried after wmshing, they should bo 
rinsed with deionised water or distilled 
water, 

13. LABELS AND OTHER PRINTED MATER¬ 
IALS 

(i) Printed and packaging materials including 
leaflets should be stored, handled and 
accounted in such a way to ensure that 
hatch packaging materials and leaflets relat¬ 
ing to different piodncts do not become 
intermixed. Access to such materials should 
be restricted to irithorised personnel only. 
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(ii) Prior to issue, all labels for containers, 
cartons and boxes and all circnjlars, inserts 
and leaflets shall be examined and released 
as satisfactory for use by the quality control 
personnel. 

nil) To prevent packaging and labelling errors, 
a known number of labelling and packaging 
unit shall be issued and if rcqihred coded, 
Such issues shall be made against a written 
signed request which indicates the quantity 
and the types required. 

(iv) Prior to packaging and labelling of a given 
batch of a drug it must be ensured that the 
batch has been duly tested, approved and 
released by the quality control personnel. 

(vj Upon completion of the packaging and label¬ 
ling operation, a comparison shall be made 
between number of labelling and packaging 
units issued and number of units labelled 
and packaged. Any significant or unusual 
discrepancy in the numbers shall be carefully 
investigated before releasing the final batch. 

(vi) Unused coded and spoiled labels and 
packaging materials shall be destroyed. 

(vii) Records shall be maintained for each ship¬ 
ment received of each packaging materials 
indicating receipt, examination relating to 
testing and whether accepted or rejected. 

14. DISTRIBUTION RECORDS 

Records for distribution of drug shall be main¬ 
tained for distribution of finished batch of a drug in 
order to facilitate prompt and complete recall of the 
batch, if necessary, 

15, RECORDS OF COMPLAINS AND 

ADVERSE REACTIONS 

Reports of serious adverse reactions resulting from 
the use of drug along with the comments shall be 
informed to the concerned licensing Authority. 


16. THE QUALITY CONTROL SYSTEM 

Quality Control Department : 

Every manufacturing establishment shall have, a 
quality control department supervised by approved 
expert staff directly responsible to the management 
but independent of other departments. The quality 
control department shall control all raw materials, 
monitor all in-proccss quality checks and control the 
quality and stabUity of finished products. 
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(iv) to release or reject packaging and labelling 
materials and the final containers in which 
drugs are to be packed ; 

(v) to release or reject each batch of finished 
product that is ready for distribution ; 

(vi) to evaluate the adequacy of the conditions 
under which raw materials semi finished 
products and finished products are stored ; 

(vii) to evaluate the quality and stability of 
finished products and, when necessary of 
raw materials and itemi-finished products ; 

(viii) to establish shelf life and storage require¬ 
ments on the basis of stability tests related 
to storage conditions ; 

(ix) to establish, and when necessary revise, 
control procedures and specifications; and 

(x) to examine returned products as to whether 
such products should be released reproces¬ 
sed, or destroyed. 

PART II 

REQUIREMENT OF PLANT AND EQUIPMENT 

The 'following equhjment is recommended for the 
manufacture of Ointmeilts, Emulsions, Lotions and 
Suspensions 

(1) Mixing tanks. 

(2) Kettle, steam, gas or electrically heated. 

(3) A suitable power driven mixer. 

(4) Storage tanks. 

(5) A colloid mill or a suitable emulsifier or any 

other suitable equipment. 

(6) A triple roUcr mill or an ointment mill or 
any other suitable equipment. 

(7) Liquid filling equipment. 

(8) Jar or tube filling equipment. 

An area of minimum thirty square meters is re¬ 
commended for the basic installations. 

2, The following equipment is recommended for 
the manufacture of Syrups, Elixirs and Solutions : 

(1) Mixing and storage tanks. 

(2) Portable mixer. 


The quality control department shall have the 
following prindpal duties : — 

(i) to prepare detailed instructions, a writing 
for carrying out each test and analysis ; 

(ii) to release or reject each batch of raw 
materials ; 

(iii) to release or reject scml finished products 
if necessary ; 


(3) Filter press or other suitable filtering equip' 
ment, such as metafilter or sparkcr filter. 

(4) Vacuum or gravity filter. 

(5) Water still or Deioniser. 

(6) Pilfer proofl cap sealing machine. 

(7) Clarity, Testing Inspection Table. 

An area of minimum thirty square meters is re¬ 
commended for basic installations. 
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3, Equipment for the manufacture of pills com¬ 
pressed tablets and hypodermic tablets. 

For elective operation, the tablet production de¬ 
partment shall be divided iiit othrcc distinct and sepa- 
Kite sections ; 

(a) Granulating section. 

(b) Tableting section. 

(c) Coating section. 

The following equipment is recommerded in eadi 
of the three sections. 

(aj Granulating Section 

(.11 Disintegrator 

(2) Powder Mixer 

(3> Mass Mixer 

(4) Granulator 

(5) Ovens, thermostatically controlled or dthcr 

suitable equipment, 

(b) Tableting section ; 

(1) Tablets machine, single punch or rotary. 

(;2) Pill machine. 

(3) Punch and dies storage cabinet. 

(4) Tablet counter 

(5) Tablet Inspection belt. 

( 6 ) In-process testing equipment like Hardness, 

tester, accurate weiglung balance and Dis¬ 
integration test apparatus. 

The Tableting Section shall be free from dust and 
floating particles. For this purpose it is desirable 
that each tablet machine is connected to an exhaust 
system and isolated into cubicles. 

(cl Coating Section . 

(1) Jacketted kettle, steam gas or electrically 
heated for preparing solution, 

(2) Coating pan, 

(3) Polishing pan. 

(4) Heater and Exhaust system. 

(5) Air conditioning and Dchumidification 

Arrangement. 

The Coating section shall be made dust free and 
suitable exhaust provided to remove excess powder 
and the fumes resu’ting from solvent evaporation. 
An area of m in imum thirty square metres for each 
of the above three sections is recommended for basic 
installations. 

The manufacture of Hypodermic Tablets shall be 
conducted under asseptic conditions in a separate air- 
conditioned room, the walls c4 which shall be 
smooth and washable. The granulation, tablctin« 
and packing shall be done in this room 

]fi74 G1/R8. -3 


4. The following equipment is recommended for 
the manufacture of powder :— 

(1) Disinlegralor 

(2) Mixer 

( 3 ) Sifter 

<4) Stainless steel vesseii and scoops v)f suitable 
materials. 

(5) Filling equipment. 

In case of operation involving lioting particles of 
line powder, a suitable, exlmuit system shall be pro¬ 
vided. Workers should be provided with suitabale 
mafks during operation. 

All area of minimum thirty square meters is re¬ 
commended to allow for basic installations. Where 
the actual powdering ;s to be done on the premises, 
an additional room shall be provided for the pur- 

[ ISC 

5. Ihe following equipment is recommended for 
filling of atd Gulatm Capsules :— 

(l> Mixing and blendinc equipment. 

(2) Capsule filling units. 

(3) Capsules counters. 

An area of minimum twenty five square metres 
is recommended for the basic installations for cap¬ 
sules section, The room shall be air conditioned 
and also dehumidified. 

In case of operations involving flouting particles 
of fine powder a suitable exhaust system shall be 
provided. 

6. The following equipment is recommended for 
the manufacture of Surgical Dressings other than 
Absorbent Cotton Wool 

(1) Rolling machine. 

(2) Trimming raachme. 

(.’) Cutting equipment. 

(4) Folding and pressing machine for gaa^c. 

(5) Mixing tanks for processing medicated dress¬ 

ing. 

(6) Hot air dry oven. 

(7) Steam steriliser or dry heal steriliser or other 

suitable equipment. 

An area of minimum thirty square meters is re¬ 
commended to allow for the basic installations. In 
case medicated dressings are to be manufactured, 
another room with an aiea of minimum thirty squate 
meters shall be provided. 

7. The following equipment is recommended for 
manufacture undci aseptic conditions of Eyc-Oint- 
mciits Eye Irit’nns anq other prcpnra'.ion.s for external 

11-e ■ 

(1) Hot air oven clccfically heated v'.lb ther¬ 
mostatic control. 
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(2) Kettle, gas or electrically heated wjth suit¬ 

able mixing. 

(3) Colloid mill or ointment mill. 

(4) Tube filling equipment. 

(5) Mixing and storage tanks of stainless steel 

or of other suitable material. 

(6) Sintered glass funnel, seitz filter or filler 

candle. 

(7) Liquid filling equipment. 

(8) Autoclaves. 

An area of minimum twenty five square meters 
is recommended Mr basic installation. The manu¬ 
facture and filling slmll be carried out in an air 
conditioned room under asepctic conditions. The 
room shall be further dekumidified if preparations 
containing antibiotics are manufactured as necessary. 

8. Tlic following equipment is recommended for 
matiufacture of Pessaries and Suppositories ;— 

(1) Mixing and jwring equipment. 

(2) Moulding equipment. 

An area of minimum twenty square metres is re¬ 
commended to allow for the basic inuallafions. 

9. In case of pessaries manufactured by granula¬ 
tion and compression ill the licenceo does not have 
a tablet section, a separate area of minimum thirty 
square meters and tlie following equipment is con¬ 
sidered necessary :— 

(1) Mixer. , 

(2) Granulator. 

(3) Drier. 

f4) Compressing machine. 

(5) Pessary and tablet counter. 

10. The following equipment is recommended for 
manufacture of /nlinlcrs and Vitralln.e ;— 

(f) Mixing equipment, 

(2) Graduated delivery equipment for measure¬ 
ment of the medicament. 

(3) Scaling equipment. 

An area of minimuni twenty square meter is re¬ 
commended for the basic installations. 

11. The following equipment is recommended for 
the repacking installations of drugs, and pharmaceu¬ 
ticals chemical ;— 

(1) Sifter 

(2) Stainless steel scoops, and vessels. 

(3) Weighing and measuring equipment. 

(4) Filling equipment. 

An area of mininimn thirty square-meter is recom¬ 
mended for basic installations, 


In case of operations involving floating particles 
of fine powder a suitable exhaust syst«n should be 
provided. 

12. Requirements of the manufacture of Parenteral 
Preparations :— 

The whole process of the manufacture of paren¬ 
teral preparations may be divided into the following 
separate operations :— 

(a) Preparations of the containers and closers.— 

This includes cutting, washing, drying and 
sterilisation of ampoules, vials, bottles and 
closures prior to fllJing. 

(b) Preparation of solution .—7 his includes 
preparation.s and filtration of .solution, 

(c) Filling and Scaling.—This includes filling 

und .sealing of ampouls nr filling .met 
capping of vials and bottles. 

(d) Sterilisation. 

(e) Testing. 

The following equipment is recommended :— 
Manufacturing Area :— 

(1) Storage equipment for ampoules, vials bottles 
“ and closures. 

(2) Washing and drying equipment. 

(3) Dust proof storage cabinet. 

(4) Water still. 

(5) Mixing and preparations tanks or other con¬ 

tainers. 1 

The tank.s or containers shall be made of either 
glass or .such materials as will not react with the 
liquid. 

(6) Mixing equipment where necessary. 

(7) Filtering equipment. 

(8) Hot Air Sterilliscr. 

Aseptic filling and scaling rooms — 

(9) Benches for filling and sealing, 

GO) Bacteriological filters. 

(11) Filling and sealing unit under laminer flow 

Work station. 

General Rl cm 

(12) In.spccticni table. 

(13) Leak testing equipment. 

(14) Labcifing and packing benches, 

(15) Storage equipment including cold storage 
and refrigerators, i[ nece.ssaiy. 

An area of mmimum sixty square metres partition¬ 
ed into suitable sized cubicles with air lock arrange¬ 
ments, IS recommended for the basic installation : 



|??i tr^T'W; ^TETOK'n: 


19 


[w 11—w j(i)]. 


Note I ; The above requirements do not include rc- 
quiiernwHt of inaciiiuery equipment and premises re- 
quired for prepuiation of containers and closures for 
different categories of drugs. The Licensing Autho¬ 
rity shall have the discretion to examine the :mia- 
buiity and adequacy of the machinery equipmeuv and 
premises for the purpose taking into consideration 
the requirements of the licensee. 

Note II : The above requirements of the Schedule 
are made subject to the modiheation- at the discre¬ 
tion of the licensing authority, if he is of the 
opinion that having regard to the nature and extent 
of the manufacturing operations it is necessary to 
relax or alter diera in the circumstances of a parti¬ 
cular case. 

Note Ill Schedule M giver equipments and space 
required for certain categories of drugs only. I'here 
are in addition^ other categories of drugs such ns 
basic drugs, pharmaceuticals, chemicals and aids, 
medicinal gases, empty gelation capsules, mechanical 
contraceptives, new dosage forms etc. which are not 
listed in this Schedule. 'Nie Licensing Authority 
shall, in respect of such caregories of drugs, have 
the discretion to examine the adequacy or other¬ 
wise of factory premises, space, plant and machinery 
and other requisites, having regard to the nature 
and extent of the manufacturing operations involved 
and direct the manufacturer to carry out necessary 
modification in them and on the modifications having 
been made approve the manufacture of such catego¬ 
ries of drugs. Any drug as permitted to be manu¬ 
factured by the Licensing Authority shall be deemed 
to be additional category of drug for the purpose of 
this Sch^lule and suo-rule (5) of rule G9”, 

7. For the existing Schedule U to the said rules, 
the following Schedule shall be substituted namely;— 

“SCHEDULE U 

(See Rues 74,74A, 74R, 78 and 78-A) 

Particulars to be shown in Manufacturing Records 

1. Substances other than Parenteral in Preparations 
in General. 

1. Serial number. 

2. Name of the product, 

3. Reference of Master Formula Records, 

■ 4, Lot]Batch Size. 

5. Lot|Batch Number, 

6. Date of oommcncemeni of Manufacture and 

date of completion of manufacture and the 
assigned date of expiry. 

7. Name of all ingredients, specifications quan¬ 

tities required for tl)e lot|Batch size and 
quantities actually used. All weighings and 
measurements shall be carried out by a 
responsible person and initialled bj him and 
shall bo counter checked and signed by the 
competent technical stall under whose per¬ 
sonal supervision the ingredients are used 
for manufacture. 


8. Control Numbers of raw materials used in 

the formulation. 

9. Date, time and duration of mixing. 

10. Details of environmental controls like room 
temperature. Relative Humidity. 

11. Date of granulation, wherever applicable. 

12. Theoretical weight and actual weight of gra- 
nulesjpower blend. 

13. Records of in-uroccsscs controls (Periodi- 
CfPy whenever necessary). 

(a) Uniformity of mixing. 

(b) Moisture content of graniiles|powder in 
case of TabletlCapsules. 

(c> pH of solution in case of liquid. 

(d) Weight variation. 

(c) Disintegration time. 

(f) Hardness. 

(g) Friability test. 

(h) Leak test in case of strip packing. 

(i) Filled volume of liquids. 

(j) quantity of tablets [capsules in the final 

container. 

(k) Content of ointment in the filled con¬ 

tainers. 

14. Date of compression in case of Tabletsldatc 
of filling in cv-e of capsules. 

15. Date of sealirg'icofipnglpclishing in case of 
capsulesltab! -ts w.'icccvec applicable. 

16. Reference to analytical Report number stat¬ 
ing the result of test and analysis. 

17. Separate rew,'u!s of the disposal uf^ the 
rejected batches and of batches withdrawn 
from the market. 

18. The theoretical yield and actual productions 
yield and packing particulars indicating 
the size and quantify of finished packings. 

19. Specimen of labej|stiip, ciutou with batch 

coding intormation Jike Batch Number, date 
of manuf.'iC'are, date of expiry retail price as 
applicable, stamped thereon and inserts 
used m the finished packings. 

20. Signature with date of conipctont technical 
staff responsible for the manufacture. 

21. Counter signature of the head of the test¬ 
ing unus or other approved person-in-charge 
of teiUng for having verified the batch re¬ 
cords and for having released the batch for 
^ale and distribution, the quantiiy lelens- 
e^ and d-rte of release, 

22. Date of rebase of finished packings and 

quantity released for sab and distribution. 

23. Quantity transferred to warehouse. 
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(c) Pvreeon test, wherever applicable. 
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24. For H 3 doJcnuic tablets and ophthalmic 
prcparaiionj, which aic rcquiied tc be 
manufacUircJ under aseptic conditions, re¬ 
cords shall be maintained indicating the 
precautions taken during the process of 
manufacture to insure that aseptic condi¬ 
tions ar? maintained. 

B. PARENTERAL PREPARATIONS 

1. Serial Number. 

2. Name of die product. 

3. Reference of the master formula record. 

4. BatchILot s'u'. 

5. Batch No. and|Or Lot No. 

6. Date of commencement of manufacture and 

d^te of completion, 

7. Names of all ingredients, specilications- and 
quantity required for the Lot|Batch size 
and quantity actually used. All weighings 
and measurements shall ho carried out by 
a responsible person and initialled by him 
and shall be counlersigned by the technical 
staff under whose personal supervision tlie 
stocks are issued and by another compe¬ 
tent technical staff under whose supervision 
the ingredients arc used for manufacture. 

8. Control numbers of raw materials used in 
the formulation. 

9. Date, time and duration of mixing. 

10. Details of cnvironmciitnl controls like tem¬ 
perature, humidity, microbial count in the 
sterils working areas. 

11. pH of the solution, wherever applicable, 

12. Date and method of filtration. 

13. Sterility test, reference on bulk batch wherc- 

cver applicable. 

14. Record of check on volume filled. 

15. Date of filling, 

16. Records of tests employed ;— 

(a) To ensure that sealed ampoules are leak 

proof. 

(b) To check ‘the presence of foreign particles. 


(d) Toxicity test wherever applicable 

17. Records of checking of instruments and ap¬ 
paratus for sterilisation (Indicators). 

18. Records of cleaning and sterilistion of conta¬ 
iners and closures, if necessary. 

19. Records of sterilisation in case of parenleral 
preparations which are heat sterilised including par¬ 
ticulars of time, temperature and pressure employed. 
Such records should be marked to relate to the batch 
sterilised. 

20. Number and size of containers filled and quan¬ 
tity rejected. 

2l The therotical yield and aciuai yield and the 
percentage yield thereof. 

22. Reference to Analytical report numbers stat¬ 
ing whether of standard quality or otherwise. 

23. Specimen of labels, cartons etc. with Batch 
coding information like batch Number, date of 
manufacture, date of expiry, as applicable, stamped 
thereon, and inserts used in the finished packings, 

24. Signature with date of the component technical 
staff responsible for manufacture. 

25. Particulars regarding the precautions taken 
during the manufacture to ensure that aseptic condi¬ 
tions are maintained. 

26. Counter—signature of head of the testing unit 
or person in charge of testing for having verified the 
documents and for having released the product for 
sale and disltribution, the quantity released and date 
of release 

27. Records for having transferred to warehouse 
giving packings and quantities. 

28. Separate records of the disposal of the rejected 
batches and of all batche.3 withdrawn from the 
market, 

29. Records of reprocessing if any and particulars 
of reprocessing. 

TI Records of Raw Materials 

Records in re,sped of each raw material shall be 
maintained indicating the date of receipt, invoice 
number, name and address of manufacturcr|supplier, 
batch number, quantity received, pack size, date of 
manufacture, date of expirty, if any, date of analysis 



[»n^II— 3 (i)] 




21 


1TITT TT trt'W ; TOI 

- ‘■•■y. —'C.Tr -OT’TT^ lT- -1" 


and reifliselrejection by qu^ity control, An^ytical 
report number, with special remarks, if any, quantity 
issued, date of issue and the particulars of the name 
and batch numbers of products for the manufacture 
of which issued and the proper disposal of the stocks. 

Til Particulars to be recorded in the Analytical 
Records 

A TABLETS AND CAPSULES 

1, Analytical report number, 

2, Name of the sample. 

3, Date of receipt of sample. 

4, BatchiLot number. 

5, Protocols of tests applied. 

(a) Description. 

(b) Identification. 

(c) Uniformity of weight. 

(d) Unifoi-mity of diameter (if applicable). 

(e) Disintegration test (time in minutes). 

(f) Any other tests. 

(g) Results of assay. 

Note : —Records regarding various tests applied 
(including reading and calculations) should 
be maintained and necessary reference to 
these records should be entered in Col. 5 
above whenever necessary. 

6, Signature of the Analyst. 

7, Opinion and signabtre of the approved Analy.st. 

B. PARENTERAL PREPARATIONS 

1. Analytical report number. 

2. Name of the sample- 

3. Batch number. 

4. Date of receipt of samples. 

5. Number of container filled. 

6. Number of container received. 

7. Protocols of tests applied. 

(a) Clarity. 

(.b) PI I wherever applicable. 

(c) Indentlfication. 


(d) Volume in contalntr. 

(e) Storility-(i) Bulk sample, wherever applica¬ 
ble (ii) container sample. 

(f) Pyrogen test, wherecer applicable. 

(g) Toxicity test, wherever applicable. 

(h) Any other test. 

(i) Results of Assay. 

Note : —Records regarding various tests applied 
(including reading and calculations) should 
be maintained and necessary reference Ito 
these records should be entered in Col. 7 
above wherever necessary. 

8. Signature of the Analyst 

9- Opinion and signature of the approved analyst. 

PYROGEN TEST ; 

1. Test Report Number. 

2. Name of the sample. 

3. Batch Number, 

4. Number of rabbit.s used. 

5. Weight of each rabbit. 

6. Normal temperature of each rabbit. 

7. Mean initial temperature of each rabbit. 

8. Dose and volume of solution injected into each 
rabbit and time of injection. 

9. Temperature of each rabbit noted at suitable 
intervals. 

10. Maximum temperature. 

11. Response. 

12. Summed response. 

13. Signature of the Analyst. 

14. Opinion and signature of the approved Analyst. 

TOXICITY TEST 

L Test Report Number, 

2. Name of the sample. 

3. Batch Number. 

4. Number of mice used and weight of each mouse. 

5. Strength and volume of the Drug* iuj»ct*d. 

6. Date of injection, 
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7. Results and remarks. 

8. y^aturc of Analyst. 

9. Opinion and signature of the approved Analyst. 


Nate : —Particulars regarding various tests applied 
bhaU be maintained and necessary reference 
to these records shall be entered in column 
6 above. 


C. FOR OTHER DRUGS 

1. Analytical report munber. 

2. Name of the sample. 

3. Batch] loit number. 

4. Date of receipt of sample. 

5. Protocol of test applied, 
fa) Description. 

(b) Identification. 


wherever necessary. 

7. Remarks. 

8. Signature oF the examner. 

Note ;—The Foregoing provisions represent the' 
minimum requirements to be complied with 
by tlie licensee. The licensing Authority, 
may however, direct tlie nature of records 
to be maintained by the licensee for such 
products as are not covered by the cate¬ 
gories described above. 


(c) Any other tests. 

(d) Results of Assay. 

Note :—Particulars regarding various tests applied 
(including readings and calculations) shall 
be maintained and necessary reference to 
these records shall be entered in Column 

5 above, wherever necessary. 

6. Signature of the Analyst. 

7. Opinion and signature of the approved Analyst. 

D, RAW MATERIALS 

1. Serial number. 

2. Name of the materials. 

3. Name of the manufacture[supplicr. 

4. Quantity received. 

5. Invoice IChallan number and date. 

6. Protocols of tests applied, 

J4ote : —^Particulars regarding various tests applied 
(including regardings and calculations) shall 
be maintained and necessary reference to 
these records shall bo entered in Column 

6 above. 


2. The Licensing Authority may permit the licensee 
to maintain records in such manner as are consider¬ 
ed satisfactory’, provided the basic requirements laid 
down above are corophed with. 

3. The Licensing Authority may at its discretion 
direct the licence to maintain records for such addi¬ 
tional particulars as it may consider necessary in the 7 
circumstances of a particular case’, 

[No. X-11013|10|85-DMS & PFA] 

R. K. AHUJA, It. Secy. 

Note :—The Drugs and Cosmetics Rules, 1945, as 
amended upto 1-5-1979, contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drug and Cosmetics Act anft 
the Rules (PDGHS 61). Subsequently the 
said rules have been amended by the fol¬ 
lowing Notifications published in Part IT 
Section 3(1) of the Gazette of India, 
namely :— 

1. G.S.R. 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 


wherever necessary. 


4. G.S.R. 1281 dated 12-10-1979 


E. CONTAINER, PACKING MATERIALS ETC. 

1, Serial number. 

2, Name of the item. 

3, Name of the manufacturerlsupplier. 

4. Quantity received. 

5. InvoioejChallan number and date. 

6. Results of tests applied. 


5. G.S.R. 430 dated 19-4-1980 

6. G.S.R. 779 dated 26-7-1980 

7. G.S.R. 540(E) dated 22-9-1980 

8. G.S.R. 680(E) dated 5-12-1980 

9. G.S.R. 681(E) dated 5-12-1980 

10. G.S.R. 682(E) dated 5-12-1980 

11. G.S.R, 27(E) dated 17-1-1981 
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12, G.S.R, 479CE) dated 6-8-1981 

13. G.S.R. 62tE) dated 15-2-1982 

N. G.S.R. 462(E) dated 22-6-1982 

15. G.S.R. 510(E) dated 26-7-1982 

16. G.S.R. 13(E) dated 7-1-83 

17. G.S.R. 318(E) dated 1-5-1984 

18. G.S.R. 331(E) dated 8-5-1984 

19. G.S.R, 460(E) dated 20-6-1984 

20. G.S.R. 487(E> dated 2-7-1984 


21. GS.R, 89(r) dated 16-2-85 

22. G.S.R. 78S(E) dated 10-10-1985 

23. G.S.R. 17(E) dated 7-1-1986 

24. G.S.R. 1049(E) dated 29-8-1986 

25. G.S.R. 1060(E) dated 5-9-1986 

26. G.S.R. m5(E) dated 30-9-1986 

27. G.S.R, 71(E) dated 30-1-1987 

28. G.S.R. 570(E) dated 12-6-1987 

29. G.S.R. 626(E) dated 2-7-1987 

30. G.S.R, 792(E) dated 17-9-1987 


t’lintfcl by tbe Mftn.igcr, Govt, of India Press, Ring Road, New Delhi-llt)064 
and published by ihe Oontroller of Publicationfi, Delhi-110054, IDS* 





